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KV99 COVID-19 Killing Surgical Mask
VFE > 99.9a% / Killing COVID-19 99.81%

Efficiency

VFE Virus (T4D Bacteriophage)

Killing COVID-19 (Coronavirus SARS-CoV-2)
PFE Water Particulate 0.1um)

PFE Oil Particulate 0.3um)

BFE Bacteria (S.Aureus)

BFE Enhanced Bacteria (s.Aureus)

BFE Bacteria after Shelf-Life of 5 Years (S.Aureus)
BFE Bacteria after 120°C for 48 hours (S.Aureus)
Killing Bacteria (s.Aureus / 60 Seconds)

KiIIing Virus (Influenza A Virus Subtype H3N2)
97

FDA Establishment Registration and Device Listing 98
Registered Establishment Number: 3016752122
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Testing & Research Institute = Total Quality. Assured.
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99.9a%
99.8%

99.99%
99.99%

Properties

Differential Pressure mmt.0) 5

Fluid Resistance (mmtg) 160
Flame Spread (second) 5
Microbio Cleanliness (cfu) <6
Shelf Life (vean 5

ASTM F2101 Level 3
US Medical Face Masks Standard

EN14683 TYPEIIR
EU Surgical Masks Standard

Core Filtration Material - Made in
Taiwan /Hong Kong

Formula - Food Additives Approved
by World Health Organization (WHO)

OOH technology pass chemical safety
standards for baby textile products on
EN SO 21084:2019

ENISO 18254:2016

ENISO 14184:2011

JISL1041

DIN EN SO 17070:2015

64 LFBG B 82.02-08

EN SO 14389:2014

US CPSC-CH-C1001-09.4

Production process is determined to
be a non-hazardous process according
to EU Dangerous Preparation Directive
1999/45/EC
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Curie

KV99 Flat Mask KV99 3D Mask KV99 Cup Mask

p The first Face Masks proven to kill COVID-19 (99.81%)
S Combined with Viral Filtration Efficiency VFE (>99.9a%)

® Over 500 times more effective than traditional masks

Primary Infection Secondary Infection

Breathing : > 1,000 COVID-19 viruses

Coughing : > 1,000,000 COVID-19 viruses

Infection : Breathing in > 100 active COVID-13 viruses - Viruses can survive on the surface of traditional masks

for 7 days

No of Virus Penetrating Mask - Viruses can grow 180 times more after 4 hours of usage

Type of Mask
Breathing Coughing - We get infected by touching masks when they are full of
viruses
9 50,000 . . .
VFE95% »20 g - We bring masks with viruses back home, and cause
secondary infection in our home environment
VFE 99% >10 >10,000

- A COVID-19 killing mask can fully protect against
Curie >1 >10 secondary infection



Curie

How We Arrest and Kill COVID-19 | Shortcoming of Traditional Mask
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Microfiber

Valence band

Macromolecular Arms with Ultrahigh Microfiber
Virus- and Bacteria-Affinity Components

Meltblown cloth relies on electrostatic to capture

Spike protein over coronavirus is “strong negative bacteria and viruses. Surface proteins of bacteria and

charged”. viruses are negative-charged, and the electrostatic
. . ) o ) itself is negative. The polarity of the two is the same

The highly positive-charged fibers inside Curie's and therefore it repels — inefficient in capturing

filtration material attracts and arrests “strong microbials.

negative charged” protein spikes on virus and

bacteria Electrostatic itself is unstable, and it is easy to

) ) _ dissipate and discharge due to high temperature and
Strong attraction force can tear off protein chain over humidity. Few hours after the mask used, the filtration
envelope of coronavirus, and achieve COVID-19 efficiency begins to decay.

killing effect.



Curie

KV99 Flat Mask

(3M Nexcare Alternative)

KV99 3D Mask

(3M 1870 Alternative)

KV99 Cup Mask

(3M 1860 Alternative)

Article No
Product Name
Standard Applied
Specification
Material

Main Performance:

1) Particulate Filtration Efficiency (PFE)
2) Bacterial Filtration Efficiency (BFE)
3) Viral Filtration Efficiency (VFE)

4) Bacterial Killing Rate

5) H3N2 Killing Rate

6) COVID-19 Killing Rate

7) Differential Pressure

8) Splash Resistance Pressure

9) Microbial Cleanliness

10) Flame Spread

11) Shelf Life

Packing Details

Carton Size

Gross Weight
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:KV99-1

: Curie Disposable Surgical Face Mask

:EN14683 Type IIR / ASTM Level 3 /YY0469-2011
: Flat, Ear-Loop Mask, 17.5cmX9.5cm

: 34% Positive Charged Biohazard Filter

22% Meltblown Non-Woven /
44% Non-Woven Fabric

1> 99%

1> 99.99%

:>99.9a%

0> 99.99%

1> 99.99%

:99.81%

;< 5mmH20

: < 160mmHg

: < 30cfu/g

: < 5Seconds

:5Years

: 1 Carton X 40 Boxes X 50 Pieces
:570mm X 390mm X 420mm
:9.2kg

1 KV99-2

: Curie Disposable Foldable Respirator

:EN149 FFP2 / EN14683 Type IIR / ASTM Level 3
: Foldable, 10.7cm X 16cm

: 34% Positive Charged Biohazard Filter

22% Meltblown Non-Woven /
44% Non-Woven Fabric

1> 99%

1> 99.99%

1> 99.9a%

1> 99.99%

:>99.99%

199.81%

;< 5mmH20

1< 160mmHg

: < 30cfu/g

: < 5Seconds

:5Years

: 1 Carton X 20 Boxes X 30 Pieces
:645mm X 310mm X 300mm
:4.9kg

:KV99-3

: Curie Disposable Cup Shaped Respirator
:NIOSH N95 / EN149 FFP2

: Cup Shaped, 10.7cm X 16cm

: 34% Positive Charged Biohazard Filter

22% Meltblown Non-Woven /
44% Non-Woven Fabric

1> 99%

1> 99.99%

1> 99.9a%

1> 99.99%

0> 99.99%

199.81%

1< 5mmH20

1< 160mmHg

: < 30cfu/g

: < 5Seconds

:5Years

: 1 Carton X 20 Boxes X 20 Pieces
:670mm X435mm X 320mm
:6.5kg




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

Ultra-Protection, Anti-viral & Anti-bacterial, Light & Airy, Long-Lasting
Viral Filtration Efficiency 99.9a% / Killing COVID-19 99.81%

Strong Protection

Highest medical-grade protection (PFE > 99%, VFE / BFE > 99.9a%), meeting ASTM F2101 Level 3 and
EN14683 standard, for a peace-of-mind.

Antiviral & Antibacterial

Kills COVID-19 (99.81%), virus (>99.99%) and bacteria (>99.99%) in seconds, greatly reducing risk for
2" infection.

Light & Airy

Ultra-high breathability for more comfortable mask experience, 50% more breathable vs comparable

masks.
Long-Lasting
Humidity and temperature proof — Curie patented strong polycationic nanostructure maintain

ultrafiltration and disinfection efficiency, it can remain BFE > 99.9a% after conditioning in 120°C for 48

hours. Effective period more then for 5 years under optimal storage conditions.



KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

Qualifications and Certifications

AT -A\M‘; s e

US Patent Number
62988900

é, 52222“"“ HK Patent Number
7 TeGommmen ottt 32020008506.8

Special Administrative Region

US FDA Establishment Registration and Device Listing - Registered Establishment Number
3016752122

US FDA Establishment Registration and Device Listing - Owner/Operator Number
10063209

US FDA Personal Protective Equipment Emergency Use Authorization (PPE EUA)
Authorized Imported

rational stliets for NIOSH N95 Respirator Approval No:
crupatlanal Safety and Health

TC-84A-6973

EU CE Disposable Medical Face Mask Class | / Type IIR - Registration Number
DE/CA05/MP-238321-2556-00
DE/CAQ5/MP-238321-2557-00

EU CE EN149:2001+A1:2009 - FPC Certificate No
CE-PC-200402-188-FPC-A
CE-PC-200402-188-01-9A

CE-PC-200402-188-FPC-B
CE-PC-200601-452-01-9A
CEC40159

E JAS-ANZ
g AS/NZS 1716:2012 - Respiratory Protective Devices Licence No:
Y, ~ SMK40477
Australian
Standard
n China Chamber of Commerce for Import and Export of Medicines and Health
Products, White List of Medical Devices and Supplies Companies

- Unified Social Credit Identifier

u 91430181MA4PHUES10




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

Australian Register of Therapeutic Goods Certificate - ARTG Identifier
Medical Device Included Class 1

338879
Australian Government 337859
Department of Health 338878
Therapeutic Goods Administration
338713
337857
I L
[ Brazil National Health Surveillance Agency ANVISA - Registration Number
F
_I I Medical Device Class 1 — 81702110005
ANVISA

I * I Health Canada Medical Device Establishment Licence - Licence Number
Canada Class 1 Manufacturer — 14507

Korea Textile Inspection & Testing Institute Registration Number

"\) SUQ20-00040_M1
K(\__ I I I I SUQ20-00041_M1
Testing & Research Institute  SUQ20-00042_M1

SUQ20-00043_M1

C O\ N o |
~ | O Taiwan Ministry of Health and Welfare Medical Device Manufacturing No.
CAepp oo
Taiwan FDA Approved
1SO9001:2015

Certificate No: USA20Q40924R0M

Iso ISO 14001:2015
Certificate No: USA20E40925R0M

EN ISO 13485:2016
Certificate No: CN20/42091

ﬁ-' Nelson Labs. Viral Filtration Efficiency (VFE) in ASTM F2101

A Sotera Health company Proven that Curie technology can effectively filter virus (>99.9a%)

Bacterial Filtration Efficiency with Increased Delivery Challenge (BFE) in

<f Nelson Labs@ ASTM F2101 and EN14683

A Sotera Health company Proven that Curie technology can effectively filter increased challenge of bacteria
(99.8%)




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

Intertek

Total Quality. Assured.

Viral Filtration Efficiency (VFE) in ASTM F2101

Proven that Curie technology can effectively filter virus (>99.9a%)

Q' Nelson Labs.

A Sotera Health company

Bacterial Filtration Efficiency (BFE) in ASTM F2101 and EN14683
Proven that Curie technology can effectively filter bacteria (99.9%), complying ASTM
F2101 Level 3 and EN14683 Type IIR

Air Exchange Pressure in ASTM F2101 / EN14683
Proven that air exchange pressure of KV99 masks can comply with standards of
ASTM F2101 Level 3 and EN14683 Type IIR

Microbial Cleanliness (Bioburden) of Medical Masks in EN14683
Proven that total bioburden of KV99 can comply with standard of EN14683
Type IIR (<6 cfu)

Synthetic Blood Penetration Pressure in ASTM F2101 / ASTM F1862 / EN14683
Proven that KV99 mask can effectively intercept fluid (160mmHg) from penetration,
complying ASTM F2101 Level 3 and EN14683 Type IIR

Sub-Micron Particulate Filtration Efficiency (0.1um PSL) in

ASTM F2101 / ASTM F2299 / EN14683

Proven that KV99 masks can effectively filter 0.1um sub-micron particulate (>99.8%),
complying ASTM F2101 Level 3 and EN14683 Type IIR

Intertek

Total Quality. Assured.

Standard for the Flammability of Clothing Textiles - US 16 CFR Part 1610
Proven that KV99 masks can comply with Class 1 - Normal Flammability

Indenendently
tested

Intertek

Intertek’s Tick Mark
Proven that KV99 masks were independently tested by Intertek. Safety, quality and
performance of KV99 masks are endorsed by Intertek.

Determination of Antiviral Activity of Textile Products BS ISO 18184
Proven that Curie technology can effectively kill COVID-19 Coronavirus

ATCCR SARS-CoV-2 (>99.81%)
> Sub-Micron Particulate Filtration Efficiency (0.1um PSL) in
t’ ASTM F2101 / ASTM F2299 / EN14683
Proven that KV99 masks can effectively filter 0.1um sub-micron particulate (>99%),
HOtsE SR RS AZTET

Taiwan Textile Research Institute

complying ASTM F2101 Level 3 and EN14683 Type IIR




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill
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Taiwan Textile Research Institute

Air Exchange Pressure in ASTM F2101 / EN14683
Proven that air exchange pressure of KV99 masks can comply with standards of
ASTM F2101 Level 3 and EN14683 Type IIR

Synthetic Blood Penetration Pressure in ASTM F2101 / ASTM F1862 / EN14683
Proven that KV99 mask can effectively intercept fluid (160mmHg) from penetration,
complying ASTM F2101 Level 3 and EN14683 Type IIR

RN PE

THE OPEN UNIVERSITY
OF HONG KONG

Bacterial Filtration Efficiency (BFE) in ASTM F2101
Proven that Curie technology can effectively filter bacteria (>99%)

IR NS

THE OPEN UNIVERSITY
OF HONG KONG

Standard Guide for Accelerated Ageing of Sterile Barrier Systems for Medical
Devices in ASTM F1980-16

Bacterial Filtration Efficiency (BFE) in ASTM F2101

Proven that Curie technology can effectively filter bacteria (>99%), after
conditioning KV99 masks in 120°C for 48 hours, to simulate storing in room
temperature for 5 years.

R N PE

THE OPEN UNIVERSITY
OF HONG KONG

Determination of Antibacterial Activity of Textile Products BS EN I1SO 20743
Proven that Curie technology can effectively kill bacteria (>99%) - In less than 60
seconds.

CDrﬁaﬁwmmmm
Guang Dong Detection Center Of Microbiology

Determination of Antiviral Activity of Textile Products BS ISO 18184
Proven that Curie technology can effectively kill Influenza A Virus Subtype H3N2
(>99.99%)

BUREAU
VERITAS

Determination of alkylphenols (AP) of Textile Products EN 1ISO 21084:2019
Proven that Alkylphenols (AP) is not detected from Curie technology

Detection and Determination of Alkylphenol Ethoxylates (APEO) of Textile
Products EN ISO 18254:2016
Proven that Alkylphenol Ethoxylates (APEO) is not detected from Curie technology

Determination of Formaldehyde - Free and Hydrolysed Formaldehyde of Textile
Products EN ISO 14184:2011 / JIS L 1041

Proven that Formaldehyde is not detected from Curie technology, and it reach
safety level for Type 1 — Baby < 36 Months




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

BUREAU
VERITAS

Determination of Tetrachlorophenol-, Trichlorophenol-, Dichlorophenol-,
Monochlorophenol-Isomers and Pentachlorophenol Content of Textile Products
DIN EN ISO 17070:2015 / 64 LFBG B 82.02-08 (Modified)

Proven that Chlorophenols Content and Ortho-Phenylphenol (OPP) are not
detected from Curie technology

Determination of the Phthalate Content of Textile Products EN ISO 14389: 2014 /
US CPSC-CH-C1001-09.4
Proven that Phthalate Content are not detected from Curie technology




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

Curie Filtration Technology

®  Curie’s Filtration Technology is applicable to different materials. This viral and bacterial filtration technology is
proven by multiple lab tests by renowned certification organizations;

®  Curie Filtration Technology arrests and kills virus and bacteria; obtained US and Hong Kong patents;

® Wide-range of uses for combating COVID-19 pandemic: masks and other daily-use products, providing
protection against viruses and bacteria;

®  Curieis the first to commercialize and mass-produce this high-efficiency, cost-effective virus killing technology

® This patented technology combines the team's expertise in chemistry and applied materials, cumulating in this
“World 1° technology.

Curie Advantage

The first application of Curie’s Filtration Technology is applied to PPE mask products, and has been tested and proven

to arrest and kill viruses and bacteria; “Ultra-Protection, Anti-viral & Anti-bacterial, Light & Airy, Long-Lasting”, KV99

is a much better mask when compared to any other masks in the market.

Disposable (and reusable) Masks Using Curie's
Ultrahigh-Efficiency Filtration Tech

Traditional Disposable Mask Using Meltblown
Material

High efficiency:

According to ASTM F2101 and EN14683 test
results show:

VFE > 99.9a%

BFE > 99.99%

Meltblown cloth relies on electrostatic to
capture bacteria and viruses. Surface proteins
of bacteria and viruses are negative-charged,
and the static electricity itself is negative. The
polarity of the two is the same and therefore it

Killing Rate of COVID-19 -99.81%
Killing Rate of H3N2 > 99.99%
Killing Rate of Bacteria > 99.99%

Filtration / repels —inefficient in capturing microbials.
Killing The highly positive-charged fibers inside
Mechanism | Curie’s Filtration material attracts and arrests Electrostatic itself is unstable, and it is easy to
highly negative-charge protein spikes on virus | dissipate and discharge due to high
and bacteria. temperature and humidity. Few hours after the
mask used, the filtration efficiency begins to
decay.
Ultra-protection: Traditional masks only act as a barrier to block
According to the test performed by the Open bacteria or viruses from the user, but they do
University of Hong Kong, the extremely strong | not have the function of killing. This means
positive charge from the bottom layer of bacteria or viruses will start to multiply on the
Curie’s fibre can block virus and bacteria by meltblown fabric fibres; therefore after few-
Principles of | tearing the outer envelope and membrane of hours of usage, the mask surface becomes
Protection virus and bacteria within 60 seconds. infectious with bacteria and viruses, potentially

causing secondary infection on whoever or
whatever person or surface it comes into
contact.




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

Effective
Period

Long-lasting:

Curie’s Filtration Technology material was
tested against storage in an environment of
120°C for 48 hours, in accordance with ASTM
F1980 standard simulating 5 year storage
conditions.

After the test, Curie’s filter materials still
maintain high efficiency (BFE > 99.99%) and
function., It allows long term storage that large
enterprises, governments or public institutions
require.

The effective period is short, and it is most
likely due to external factors in the
transportation process (such as high
temperature or improper storage), electrostatic
loss of the meltblown is significant over-time,
causing the product to be ineffective.

Air
Permeability

High air permeability:

Compared with traditional masks, the air
resistance is reduced and the air permeability is
high. Making a long period of usage more
comfortable.

Most traditional masks sacrifice breathability in
order to achieve the high filtration efficiency
expected by users.




KV99 4-Layer Surgical Grade Respirator / Arrest + Kill

Comparison between Curie’s Mask and Traditional Disposable Mask Using Meltblown

Difference on Bacterial Filtration Efficiency (BFE) after Electrostatic Discharged

Curie’s Mask Traditional Disposable Mask Using Meltblown
(BFE > 99%) (BFE < 90%)

Difference on Bacterial Growth after 8 Hours Use of Masks

Curie’s Mask Traditional Disposable Mask Using Meltblown
(Killing Bacteria > 99%) (Full of Bacteria)



US Patent Number
US 62/988,900

UnTED Staris PaTENT AND TRADEMARK OFFICE

ee———eeem——
UNITED STATES DEPARTMENT OF COMMLERCE
United States Patent and Trademark Offica
Address; COMMISSIONER FOR PATENTS

Py, Box 1450

Alexasdria, Virgiaa T2313-14350

WRWLRpLo oy
APPLICATION FILING or GRIP ART
NUMBER 371{c} DATE UNIT FIL FEE REC'D ATTY.DOCKET NO TOT CLAIMS] IND CLAIMS
62/988,900 03/12/2020 B5 WIPC2002

CONFIRMATION NO. 9401
166693 UPDATED FILING RECEIPT

Law Offices of Sergei Orel, LLC
Lee s Sarpal 1 L BTSN AT
Fort Lee, NJ 07024

Date Mailed: 07/09/2020

Receipt is acknowledged of this provisional patent application. It will not be examined for patentability and will
become abandoned not later than twelve months after its filing date. Any correspondence concerning the application
must include the fallowing identification information: the U.S. APPLICATION NUMBER, FILING DATE, NAME OF
FIRST INVENTOR, and TITLE OF INVENTION. Fees transmitted by check or draft are subject to collection.

Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please
submit a written request for a corrected Filing Receipt identifying the requested changes, preferably by including a
properly marked-up ADS showing the changes with strike-through for deletions and underlining for additions. If you
recsived a "Notice to File Missing Parts" or other Nolice requiring a response for this application, please submit any
request for correction to this Filing Receipt with your reply to the Notice. When the USPTO processes the reply to
the Notice, the USPTO will generate another Filing Receipt incorporating the requested corrections provided that
the request is grantable.

Inventor(s)
Jianliang GONG, Yau Ma Tei, HONG KONG;
Chun Yin OR, Cheung Sha Wan, HONG KONG;
Applicant(s)
Jianliang GONG, Yau Ma Tei, HONG KONG;
Chun Yin OR, Cheung Sha Wan, HONG KONG;
Power of Attorney:
Michael Yablonsky--40407

Permission to Access Application via Priority Document Exchange: Yes
Permission to Access Search Results: Yes

Applicant may provide or rescind an authorization for access using Form PTO/SB/39 or Form PTO/SB/6S as
appropriate.

If Required, Foreign Filing License Granted: 04/02/2020

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 62/988,900

Projected Publication Date: None, application is not eligible for pre-grant publication

Non-Publication Request: No

Early Publication Request: No
page 10of 3









HK Patent Number
32020008506.8

EARITHERRASREREEANGEME

Patents Registry, Intellectual Property Department

The Government of the Hong Kong Special Administrative Region mﬂgﬁg
Intellectual Property Department

In reply please quote this ref.: 32020008506.8
Your ref.: C200101/UM1THK

Tel.: 3543 1464
Fax.. 2838 6315

eMode
08 June, 2020

WORLD IP CONSULTANCY

Unit B, 3/F, Cheong Yu Bldg

No. 143-151 Castle Peak Rd, Yuen Long
HONG KONG

Application for Grant of a Short-term Patent
Under Application No. 32020008506.8

We refer to your application for a short-term patent lodged on 02 June, 2020.

The above application is found to have satisfied the minimum requirements as laid
down in section 114(2) of the Patents Ordinance. The accorded date of filing is 02
June, 2020.

In general, you will receive our further letter for the application at least five months

after the date of this letter. If you do not receive any letter from us after this period,
please contact us at 2961 6901.

This is a letter issued by Nigel LEE for Registrar of Patents.

(This is a computer-generated copy. No signature is required.)



US FDA Establishment Registration and Device Listing - Registered Establishment Number
3016752122

of Health & Human Services

Follow FDA | En Espaiiol
SEARCH

(pIY U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing & o

© FDAHome @ Medical Devices @ Databases

1 result found for Owner Operator Name :

EEXI New Search
Establishment A = : Current
Name v RedistrationNumber Registration Yr
HUNAN EEXI
TECHNOLOGY&SERVICE CHINA 3016752122 2020
CO.LTD

YX8501: Inherent, Medical Face Mask, Model YX001, YX005, YX007 Manuacturer

» Accessory, Surgical Apparel - Inherent, Protective Suit, Model YXFFF001, YXFFF002 Manufacturer

» Face Mask (Except N95 Respirator) For General Public/Healthcare Personnel Per lie
Guidance - Disposable Medical Face Mask, Model: YX001, YX005, YX105, YX119;
Disposable Medical Face Mask, Model: YX116; SURGICAL FACE MASK (NON-STERILE),
Model: YX011; Surgical Face Mask (Non-Sterile), Model: YX118, YX011, YX121

Manufacturer

Can't find what you're looking for? Try a new search

Page Last Updated: 09/28/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | #5207 | Tiéng Viét | 2= 01 | Tagalog | Pycckuii | % =)l | Kreyol Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | H7REE | o= 4
| English

Accessibility | ContactFDA | Careers | FDABasics | FOIA | NoFEARAct | Nondiscrimination | Website Policies

U.S. Food and Drug Administration Combination Products @ U.S. Department of Health & Human Services
10903 New Hampshire Avenue Advisory Committees
Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332) StieHcek Bozarch



US FDA Establishment Registration and Device Listing - Owner/Operator Number
10063209

Y
.,.{\((‘ U.S. Department of Health & Human Services

Follow FDA | En Espaiiol

7Y U.S. FOOD & DRUG L E

ADMINISTRATION

Home J Food | Drugs ]| Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing a
© FDAHome @ Medical Devices @ Databases o

New Search Back To Search Results

Establishment:

HUNAN EEXI TECHNOLOGY&SERVICE CO.,LTD

No.6, North Of Pingtou Road, Liuyang Hi-Tech Industrial Development Zone
Liuyang Hunan, CN 410323

Registration Number: 3016752122

FEI Number*: 3016752122

Status: Active

Date Of Registration Status: 2020

Owner/Operator:

Hunan EEXI Technology&Service Co.,Ltd
No.6, North Of Pingtou Road, Liuyang Hi-
Liuyang, Hunan CN 410323
Owner/Operator Number: 10063209

Official Correspondent:

Zhiming Lin

No.6, North Of Pingtou Road, Liuyang Hi-
Liuyang, Hunan CN 410323

Phone: 86-731-83371666

US Agent:

Yang LingYun

605 Sherwood Forest Place
Cary , NC US 27519
Phone: 919 4751044 Ext
Email: Usagency@126.Com

" Firm Establishment Identifier (FEI) should be used for identification of entities within the imports message set

Page Last Updated: 09/28/2020
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espariol | 88013 | Tiéng Viét | 2101 | Tagalog | Pycckuii | 2 =3 | Kreyol Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | B8 | 4
| English

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=240648



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=240648

NIOSH N95 Respirator Approval No:
TC-84A-7228

SERVICy
K ts.,,

o nuu.n,‘

Centers for Disease Control
and Prevention (CDC)

& o
DEPARTMENT OF HEALTH & HUMAN SERVICES
%%
“rara NIOSH Reference: TN-19825

Mfr. Reference: GHCL-288

Mr. Wanghua Xu

Management Representative

Guangzhou Harley Commodity Company Limited
Floor 1 to 4, #8, Team 17, Sandong Village
Xinhua Street, Huadu District

Guangzhou 510800

CHINA

Dear Mr. Xu:

National Institute for Occupational
Safety and Health (NIOSH)

National Personal Protective
Technology Laboratory (NPPTL)

P.O. Box 18070

Pittsburgh, PA 15236-0070

Phone: 412-386-4000

Fax: 412-386-4051

December 15, 2014

The National Institute for Occupational Safety and Health (NIOSH) has reviewed your request
accepted September 17, 2014. This request was for approval of the model L-288 filtering
facepiece air purifying respirator for protections against particulates at a N95 filter efficiency

level, reference assembly matrix L-288 AMa.xls.

This request is granted. Approvals are granted for English language only on all documentation.
It is the manufacturer’s responsibility to correctly translate materials desired in languages other
than English. Approval number TC-84A-7228 has been assigned. This respirator is approved

for protection against particulates at a N95 filter efficiency level.

The CD enclosed with this letter contains the final respirator approval label. The abbreviated
label has been accepted as submitted. The cautions and limitations which apply to this approval
are on the approval label. Only those assemblies affected by this request, or where new approval
numbers are assigned, apply to this approval action. Production approval labels cannot include

information on unapproved configurations.

The approved assembly consists of the parts as listed on the approval label and the assembly
matrix. Parts are to be marked with the numbers indicated on the approval label in a legible and
permanent manner (marking cannot be removed without evidence of its previous presence).

This certificate of approval is not an endorsement of the respirator by NIOSH, and such
endorsement shall not be stated or implied in advertisements or other publicity. However, you
may publicize the fact that this respirator has met the requirements of Title 42, Code of Federal

Regulations, Part 84 (42 CFR 84).
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No changes may be made to any respirators and accompanying documentation without prior
written approval of NIOSH. Requests for changes must be submitted to NIOSH and a
modification of this approval must be granted before changes are made.

Sincerely yours,

T

Jonathan V. Szalajda
Acting Chief, Technology Evaluation Branch
National Personal Protective Technology Laboratory

Enclosures



National Institute for

/ National Institute for Occupational Safety and Health
Occupational Safety and Health

National Personal Protective Technology Laboratory
Technology Evaluation Branch

Certification, Evaluation and Testing Section

P.O. Box 18070

Pittsburgh, PA 15236

TEST REPORT

Task Number: TN-19825

Manufacturer: Guangzhou Harley Commodity Company Limited
Prepared by: Nichole Petitta

Tests Conducted by: Nichole Petitta

Date: November 21, 2014

Respirator Tested: 1-288 N95

Background Information

Respirator tested as per test request.

Tests Assigned

Test Description STP Number
A. Exhalation Resistance Test RCT-APR-STP-0003
B. Inhalation Resistance Test TEB-APR-STP-0007
C. Sodium Chloride (NACL) N95 Test TEB-APR-STP-0059

Overall Results

The respirator system tested met the requirements of all the procedures listed above.

TEB-1020 Rev. 6
Page 1 of 1
FPW




National Institute for Occupational Safety and Health

Respirator Branch M

Test Data Sheet

Task Number: TN-19825 Reference No.: CFR 84.180
Test: Exhalation Resistance Test STP No.: 3
Manufacturer: Guangzhou Harley Commodity Company Limited

Filter Type:  Filter Only
Item Tested: L[-288 N95

o o ]
Maximum Allowable Resistance Actual Resistance
(MM of H20) (MM of H20)
Sample Exhalation Exhalation Result
1 25 10.8 PASS
2 25 10.7 PASS
3 25 10.3 PASS

Overall Result: PASS

Comments:
Samples were tested on Brooks meter 000283.

Was all equipment verified to be in calibration throughout all testing? (® Yes () No
ot [ T (/ -47f g 4 Date:  11/4/2014
ignature: | &1 £ o 117

g N O &~ T

Engineering Technician



National Institute for Occupational Safety and Health
Respirator Branch

Test Data Sheet M

Task Number: TN-19825 Reference No.: CFR 84.180
Test: Inhalation Resistance Test STP No.: 7

Manufacturer: Guangzhou Harley Commodity Company Limited
Item Tested: [.-288 N95

Filter Type:  Filter Only

Maximum Allowable Resistance Actual Resistance
(MM of H20) (MM of H20)
Sample Inhalation Inhalation Result
1 35 11.4 PASS
2 35 11.7 PASS
3 35 10.9 PASS

Overall Result: PASS

Signature: \ .,{‘ g“ dL /{_’, H’_R&tf( Date:  11/4/2014

R |

Engineering Technician












NIOSH N95 Respirator Approval No:

TC-84A-7228
"‘. snvm“
5 DEPARTMENT OF HEALTH & HUMAN SERVICES Centers for Disease Control
% and Prevention (CDC)
."43 g National Institute for Occupational
NIOSH Reference: TN-19824 Safety and Health (NIOSH)
Mft. Reference: GHCL-188 National Personal Protective

Technology Laboratory (NPPTL)
P.O. Box 18070
Pittsburgh, PA 15236-0070
Phone: 412-386-4000
Fax: 412-386-4051

December 15, 2014

Mr. Wanghua Xu

Management Representative

Guangzhou Harley Commodity Company Limited
Floor 1 to 4, #8, Team 17, Sandong Village
Xinhua Street, Huadu District

Guangzhou 510800

CHINA

Dear Mr. Xu:

The National Institute for Occupational Safety and Health (NIOSH) has reviewed your request
accepted September 17, 2014. This request was for approval of the model L-188 N95 filtering
facepiece air purifying respirator for protections against particulates at a N95 filter efficiency
level, reference assembly matrix L-188 Ama.xls. In addition, the Guangzhou Harley Commodity
Company QA Manual, version Al, effective date 2014-06-10, was submitted for review.

This request is granted. Approvals are granted for English language only on all documentation.
It is the manufacturer’s responsibility to correctly translate materials desired in languages other
than English. Approval number TC-84A-6973 has been assigned. This respirator is approved
for protection against particulates at a N95 filter efficiency level.

NIOSH has also reviewed the quality manual presented and finds that this manual meets or
exceeds the minimum technical requirements for quality assurance plans as outlined in Title 42,
Code of Federal Regulations (CFR), Part 84.41(a) and, on the basis of this review, this quality
manual is accepted.

The CD enclosed with this letter contains the final respirator label. The abbreviated label is
accepted as submitted. The cautions and limitations which apply to this approval are on the
approval label. Only those assemblies affected by this request, or where new approval numbers
are assigned, apply to this approval action. Production approval labels cannot include
information on unapproved configurations.

The approved assembly consists of the parts as listed on the approval label and the assembly
matrix. Parts are to be marked with the numbers indicated on the approval label in a legible and
permanent manner (marking cannot be removed without evidence of its previous presence).
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This certificate of approval is not an endorsement of the respirator by NIOSH, and such
endorsement shall not be stated or implied in advertisements or other publicity. However, you

may publicize the fact that this respirator has met the requirements of Title 42, Code of Federal
Regulations, Part 84 (42 CFR 84).

No changes may be made to any respirators and accompanying documentation without prior
written approval of NIOSH. Requests for changes must be submitted to NIOSH and a
modification of this approval must be granted before changes are made.

A copy of the quality manual will be retained by NIOSH and incorporated into our files. Any
future changes to this accepted quality document must be submitted to NIOSH for a modification
of this accepted quality system.

Sincerely yours,

o MV %ﬁ,

than V. Szalajda
Acting Chief, Technology Evaluation Branch
National Personal Protective Technology Laboratory

Enclosures



National Institute for National Institute for Occupational Safety and Health
National Personal Protective Technology Laboratory

Occupational Safety and Health
Technology Evaluation Branch
Certification, Evaluation and Testing Section
P.O. Box 18070

Pittsburgh, PA 15236

TEST REPORT

Task Number: TN-19824

Manufacturer: Guangzhou Harley Commodity Company Limited
Prepared by: Nichole Petitta

Tests Conducted by: Nichole Petitta

Date: November 13,2014

Respirator Tested: 1-188 N95

Background Information

Respirator tested as per test request.

Tests Assigned

Test Description STP Number

A. Exhalation Resistance Test RCT-APR-STP-0003

B. Inhalation Resistance Test TEB-APR-STP-0007

C. Sodium Chloride (NACL) N95 Test TEB-APR-STP-0059
Overall Results

The respirator system tested met the requirements of all the procedures listed above.

TEB-1020 Rev. 6
Page 1 of 1
FPW




National Institute for Occupational Safety and Health

Respirator Branch M

Test Data Sheet

Task Number: TN-19824 Reference No.: CFR 84.180
Test: Exhalation Resistance Test STP No.: 3
Manufacturer: Guangzhou Harley Commodity Company Limited

Filter Type:  Filter Only
Item Tested: [-188 N95

Maximum Allowable Resistance Actual Resistance
(MM of H20) (MM of H20)
Sample Exhalation Exhalation Result

1 25 9.6 PASS

) 25 8.9 PASS

3 25 8.5 PASS

Overall Result: PASS
Comments: )
Samples were tested on Brooks meter 0000283.
Was all equipment verified to be in calibration throughout all testing? ® Yes (O No

f. . . ]?NL‘/ Date: _ 11/4/2014

Al & rali

Signature:

Engineering Technician



National Institute for Occupational Safety and Health

Respirator Branch M
Test Data Sheet

Task Number: TN-19824 Reference No.: CFR 84.180

Test: Inhalation Resistance Test STP No.: 7

Manufacturer: Guangzhou Harley Commodity Company Limited
Item Tested:  L-188 N95

Filter Type:  Filter Only

Maximum Allowable Resistance Actual Resistance
(MM of H20) (MM of H20)
Sample Inhalation Inhalation Result
1 35 10.5 PASS
2 35 10.5 PASS
3 35 9.7 PASS

Overall Result: PASS

- . n ) +~11n Date: _ 11/4/2014
Signature: sty W / { A
ignature | ;«f \L [ ”l /’-, L

Engineering Technician












US FDA Personal Protective Equipment Emergency Use Authorization (PPE EUA)
Authorized Imported

Appendix A: Authorized Imported, Non-NIOSH Approved Respirators
Manufactured in China (Updated: September 28, 2020)

The table below includes a list of non-NIOSH respirators authorized by this Umbrella EUA
for emergency use during the COVID-19 public health emergency.

As stated in the EUA, authorized respirators should be used in accordance with CDC's
recommendations. For the most current CDC recommendations on optimizing respirator

use, please visit CDC's webpage: Strategies for Optimizing the Supply of Ng5 Respirators.

Search: | EEXI Show 100 v entries
Manufacturer “  Respirator Model(s) Instructions for Use
Hunan EEXI Technology & Service Co., Ltd. ¥YX152, YX153

Showing 1 to 1 of 1 entries (filtered from 166 total entries) Previous Next

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-

medical-devices/personal-protective-equipment-euas



https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-protective-equipment-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-protective-equipment-euas

EU CE Disposable Medical Face Mask Class | / Type IIR - Registration Number

DE/CA05/MP-238321-2556-00

Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00301588

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir Medizinprodukte, auBer In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DE/CA05

Bezeichnung / Name

Behorde fiir Gesundheit und Verbraucherschutz, Referat V43

medizinprodukte@bgv.hamburg.de

Staat / State Land / Federal state
Deutschland Hamburg

Ort/ City Postleitzahl / Postal code
Hamburg 20539

Stralle, Haus-Nr. / Street, house no.

BillstraRe 80

Telefon / Phone Telefax / Fax
+49-40-428280 +49-40-427310017
E-Mail / E-mail

Anzeige / Notification

Registrierdatum bei der zustandigen Behdrde
Registration date at competent authority
09.04.2020

Registriernummer / Registration number
DE/CA05/MP-238321-2556-00

Typ der Anzeige / Notification type
Erstanzeige / Initial notification
[0 Anderungsanzeige / Notification of change

[J Widerrufsanzeige / Notification of withdrawal

Frithere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

[1 Hersteller / Manufacturer

[ EinfUhrer / Importer

Bevollim&chtigter / Authorised Representative

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG

[J Verantwortlicher fir das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
[ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPGi. V. m. § 4 Abs. 2 MPBetreibV

Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
[[] Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. § 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG
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Manufacturer: Hunan EEXI Technology&Service Co.,Ltd.

Address: No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone,
Hunan, China
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EU Authorised Representative:
Shanghai International Holding Corp. GmbH (Europe)

Address: Eiffestrasse 80, 20537 Hamburg, Germany
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Device Name: Disposable medical face mask
Type: Type |
Classification : Class |

According to 93/42/EEC Annex IX, Rules 1, all non-invasive devices are in Class I, unless one of the
rules set out hereinafter applies. The Conformity Route is Annex VII EC declaration of conformity.
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We, Hunan EEXT Technology&Service Co.,Ltd. herewith declare on our exclusive responsibility — =)
that the above mentioned products meet the provisions of the Council Directive 93/42/EEC and ==
2007/47/EC for medical devices as transposed into national law. All supporting documentation is SR
retained under the premises of the manufacturer. ol
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The validity period of this declaration of conformity is limited by the issuing of a revised
declaration of conformity after change of the product.
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All applicable harmonized Standards (Published in the Official Journal of the European
Communitics)
Please see Annex List.
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EU CE Disposable Medical Face Mask Class | / Type IIR - Registration Number
DE/CA05/MP-238321-2557-00

Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00300695

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir Medizinprodukte, auBer In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code

DE/CA0S

Bezeichnung / Name

Behorde fiir Gesundheit und Verbraucherschutz, Referat V43

Staat / State Land / Federal state
Deutschland Hamburg

Ort / City Postleitzahl / Postal code
Hamburg 20539

StralRe, Haus-Nr. / Street, house no.

BillstraBe 80

Telefon / Phone Telefax / Fax
+49-40-428280 +49-40-427310017
E-Mail / E-mail

medizinprodukte@bgv.hamburg.de

Anzeige / Notification

Registrierdatum bei der zustandigen Behérde Registriernummer / Registration number
Registration date at competent authority DE/CA05/MP-238321-2557-00
09.04.2020

Typ der Anzeige / Notification type
Erstanzeige / Initial notification

1 Anderungsanzeige / Notification of change
[J Widerrufsanzeige / Notification of withdrawal

Frilhere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
[1 Hersteller / Manufacturer
Bevollmachtigter / Authorised Representative
[1 EinfGhrer / Importer
[J Verantwortlicher fur das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
[ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPGi. V. m. § 4 Abs. 2 MPBetreibV
Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
[ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. § 10 Abs. 3 MPG
Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG
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Manufacturer: Hunan EEXI Technology&Service Co.,Ltd.

Address: No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone,
Hunan, China
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EU Authorised Representative:
Shanghai International Holding Corp. GmbH (Europe)

Address: Eiffestrasse 80, 20537 Hamburg, Germany
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Device Name: Disposable Surgical mask
Type: Type lIR
Classification : Class |

According to 93/42/EEC Annex IX, Rules 1, all non-invasive devices are in Class I, unless one of the
rules set out hereinafter applies. The Conformity Route is Annex VII EC declaration of conformity.
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We, Hunan EEXI Technology&Service Co.,Ltd. herewith declare on our exclusive responsibility
that the above mentioned products meet the provisions of the Council Directive 93/42/EEC and
2007/471EC for medical devices as transposed into national law. All supporting documentation is
retained under the premises of the manufacturer.
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The validity period of this declaration of conformity is limited by the issuing of a revised
declaration of conformity after change of the product.
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All applicable harmonized Standards (Published in the Official Journal of the European
Communities)
Please see Annex List.
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EU CE EN149:2001+A1:2009 — FFP2 FPC Certificate No
CE-PC-200402-188-FPC-A

* X %

* *
* l— *
* *
* 4 K
Certificate of Module C2 production monitoring for

equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category Il

FPC Certificate No.: CE-PC-200402-188-FPC-A

Certificate Hunan EEXI Technology & Service Co., Ltd.

holder: No.6, North of Pingtou Road, Liuyang Hi-Tech Industrial
Development Zone, Hunan, China

The scope of the Respiratory Protective Equipment

certification for: Products covered by the certificate are described below.

Model: Particle Filtering Half Mask
YX009

Standard: EN 149:2001+A1:2009

Validity from: 2020-05-29

To: 2020-08-28

CCQS Certification Services Limited in its role as a Notified Body for PPE Regulation, is monitoring that the
manufacturer is producing PPE in conformity with the type described in the EU type-examination certificate and
associated technical file and which satisfies the Essential Health and Safety Requirements of the Regulation.

The manufacturer is hereby authorized to affix our Notified Body number, 2834, to each item of PPE as identified on
this certificate whilst this certificate remains valid.

This certificate is the property of CCQS and maybe withdrawn or revised at any time if CCQS considers that the
equipment is no longer in conformity with the requirements of the Regulation.

4 & Ire/\
Approved by Ireland l ; “ 150 17065 e /g) * *\ \
4415 Noton By [YNAB ; )//

ACMATED *
for CE Marking No.2834 ) }

PRODUCT CERTIFICATION / )’\/* * / /
\
OFIALED i Scomy ass MOOSTD

S
CCQS Certification Services Limited ~Atifi ca“

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920 Website: www.ccgs.co.uk  E-mail: info@ccgs.ie Page 1 of 1

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm220-016, Rev,1)




EU CE EN149:2001+A1:2009 - FFP2 NR, FPC Certificate No
CE-PC-200402-188-01-9A

* X %

* *
* .
* *

* 4 *

Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Certificate No.: CE-PC-200402-188-01-9A

Certificate Hunan EEXI Technology & Service Co., Ltd.
holder: No.6, North of Pingtou Road, Liuyang Hi-Tech Industrial Development
Zone, Hunan, China

Product: Particle Filtering Half Mask
Folding filtering half mask without valve fitted with ear loops with head
harness clip, external metal nose clip
Classification: FFP2 NR

Model reference:  YX009

Standard(s): EN 149:2001+A1:2009
Test report No.: 2020(D) - 0179

Issue date: 2020-05-29

Expiry date: 2020-08-28

The product(s) on this certificate and the Technical File have been assessed and found to be in
conformance with the Essential Health and Safety Requirements in Annex |l of the PPE
regulation 2016/425 and meeting the needs of WHO document dcp-ncov.pdf and EU
Commission Recommendation (EU) 2020/403.

Any changes to the design, manufacturing location or manufacture of the PPE product certified
here must be advised to CCQS Certification Services Limited for review.

CE marking shall not be applied until the requirements of all the PPE Regulation 2016/425 and
relevant EN Harmonised standards and/or Technical specifications have been met.

If the certified product is Category Il then this certificate is only valid if used in conjunction with
Conformity Assessment against Module C2 or Module D.

This certificate remains the property of CCQS and maybe withdrawn at any time if it is
considered that the equipment is no longer in conformity with the requirements of the PPE
Regulation 2016/425.

Approved by Ireland
Government
as a Notified Body
for CE Marking No.2834

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920 Website: www.ccgs.co.uk E-mail: inffo@ccqs.ie Page 1 of 1

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm220-017, Rev.1)




EU CE EN149:2001+A1:2009 — FFP2 NR, FPC Certificate No
CE-PC-200402-188-FPC-B

* X %
* *
* [y
* *

* 5 *

Certificate of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lli

FPC Certificate No.: CE-PC-200402-188-FPC-B

Certificate Hunan EEXI Technology & Service Co., Ltd.

holder: No.6, North of Pingtou Road, Liuyang Hi-Tech Industrial
Development Zone, Hunan, China

The scope of the Respiratory Protective Equipment

certification for: Products covered by the certificate are described below

Model: Particle Filtering Half Mask
YX009, YX135

Standard: EN 149:2001+A1:2009

Validity from: 2020-05-29

Revision date 2020-06-19

To: 2020-08-28

CCQS Certification Services Limited in its role as a Notified Body for PPE Regulation, is monitoring that the
manufacturer is producing PPE in conformity with the type described in the EU type-examination certificate and
associated technical file and which satisfies the Essential Health and Safety Requirements of the Regulation.

The manufacturer is hereby authorized to affix our Notified Body number, 2834, to each item of PPE as identified on
this certificate whilst this certificate remains valid.

This certificate is the property of CCQS and maybe withdrawn or revised at any time if CCQS considers that the
equipment is no longer in conformity with the requirements of the Regulation.

Approved by Ireland 150 17065
Government
as a Notified Body A.E
for CE Marking No.2834

COPE REG NO, 6078

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: inffo@ccgs.ie Page 1 of 1

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm220-016, Rev.1)



EU CE EN149:2001+A1:2009 — FFP2 NR, FPC Certificate No
CE-PC-200601-452-01-9A

* X %
* *
* [
* *

***

Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Certificate No.: CE-PC-200601-452-01-9A

Certificate Hunan EEXI Technology & Service Co., Ltd.
holder: No.6, North of Pingtou Road, Liuyang Hi-Tech Industrial Development
Zone, Hunan, China

Product: Particle Filtering Half Mask
Folding filtering half mask without valve fitted with ear loops with head

harness clip, internal metal nose clip
Classification: FFP2 NR

Model reference: YX135

Standard(s): EN 149:2001+A1:2009
Test report No.: 2020(F) - 0033

Issue date: 2020-06-19

Expiry date: 2020-09-18

The product(s) on this certificate and the Technical File have been assessed and found to be in
conformance with the Essential Health and Safety Requirements in Annex Il of the PPE
regulation 2016/425 and meeting the needs of WHO document dcp-ncov.pdf and EU
Commission Recommendation (EU) 2020/403.

Any changes to the design, manufacturing location or manufacture of the PPE product certified
here must be advised to CCQS Certification Services Limited for review.

CE marking shall not be applied until the requirements of all the PPE Regulation 2016/425 and
relevant EN Harmonised standards and/or Technical specifications have been met.

If the certified product is Category Ill then this certificate is only valid if used in conjunction with
Conformity Assessment against Module C2 or Module D.

This certificate remains the property of CCQS and maybe withdrawn at any time if it is
considered that the equipment is no longer in conformity with the requirements of the PPE

Regulation 2016/425.
Approved by Ireland 150 17065
Government
as a Notified Body I N A B

ACCREDITED
for CE Marking No.2834

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccqs.co.uk E-mail: info@ccqgs.ie Page 1 of 1

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm220-017, Rev.1)



EU CE EN149:2001+A1:2009 - FPC Certificate No

C € 37 SAIGLOBAL

EC TYPE EXAMINATION
CERTIFICATE

SAT Global Assurance Services Limited (“SATI Global™) (Notified Body No: NB2056) has
examined the product and the related technical documentation as presented and certifies that the
product complies with the Directive(s) and Standard or Specification as below and on the
appendixes included with the certificate.

Certificate holder:  Guangzhou Harley Commodity Co., Ltd.
Floor 1 to 4, #8, Team 17, Sandong Village, Xinhua Street,
Huadu District, Guangzhou, Guangdong,
P.R. China

Product Description: Personal Protective Equipment (Category Ill)
Respiratory Protective Devices

Examined for compliance with: Directive PPE 89/686/EEC - (Article 10)

Relevant Standard(s)/Technical Specification.
EN 149: 2001+A1:2009 - Filtering half masks to protect against particles

Original certification date: 17™ Nov, 2015

Date of issue: 17" Nov, 2015 Expiry date: 16" Nov, 2020

Certificate No: CEC40159

Keosthon, o0l

Heather Mahon
Acting Head of Policy, Risk & Certification
Authorized Signatory

This certificate remains the property of SAT Global and has been issued in accordance with the CE Scheme Conditions and Procedures of the
SAI Global Assurance Services Ltd. trading as EFSIS Ltd. Partis houe, Ground Floor, Davy Avenue, Knowlhill. Milton Keynes, MKS 8HJ.
United Kingdom. Notified Body: 2056

THIS CERTIFICATE DOES NOT ENTITLE THE HOLDEFR. TO USE ANY OF THE CERTIFICATION TRADEMARKES ISSUED BY SAI
GLOBAL LIMITED OF. OTHERWISE.

R-CES-13-1h Issne #£10 , July 2014



€ 37 SAIGLOBAL
APPENDIX 1

SAT Global Assurance Services Limited (“SAI Global™) (Notified Body No: NB2056) has examined the product and
the related technical documentation as presented and certifies that the product complies with the Directive(s) and
Standard or Specification as below.

Product Description: Respiratory Protective Devices (Category lll)

Series Model Description
Disposable particle half mask FFP1 NR,
L-210 cup shaped, adjustable noseclip (polypropylene with iron type), velvet

nose pad, two elastic headbands, non-valved

Disposable particle half mask FFP1 NR, with active carbon layer,

L-210C cup shaped, adjustable noseclip (polypropylene with iron type), velvet
L-210 nose pad, two elastic headbands, non-valved
series Disposable particle half mask FFP1 NR,

L-210V cup shaped, adjustable noseclip (polypropylene with iron type), velvet

nose pad, two elastic headbands, valved with silicone flap

Disposable particle half mask FFP1 NR, with active carbon layer,
L-210VC cup shaped, adjustable noseclip (polypropylene with iron type), velvet
nose pad, two elastic headbands, valved with silicone flap

Disposable particle half mask FFP2 NR,
L-220 cup shaped, adjustable noseclip (polypropylene with iron type), velvet
nose pad, two elastic headbands, non-valved

Disposable particle half mask FFP2 NR, with active carbon layer,

L-220C cup shaped, adjustable noseclip (polypropylene with iron type), velvet
L-220 nose pad, two elastic headbands, non-valved
series Disposable particle half mask FFP2 NR,

L-220V cup shaped, adjustable noseclip (polypropylene with iron type), velvet

nose pad, two elastic headbands, valved with silicone flap

Disposable particle half mask FFP2 NR, with active carbon layer,
L-220VC cup shaped, adjustable noseclip (polypropylene with iron type), velvet
nose pad, two elastic headbands, valved with silicone flap

Disposable particle half mask FFP1 NR,
L-201 cup shaped, adjustable Aluminum noseclip, soft nosefoam, two elastic
headbands, non-valved

Disposable particle half mask FFP1 NR, with active carbon layer,

L-201C cup shaped, adjustable Aluminum noseclip, soft nosefoam, two elastic
L-201 headbands, non-valved
seres Disposable particle half mask FFP1 NR,

L-201V cup shaped, adjustable Aluminum noseclip, soft nosefoam, two elastic

headbands, valved with silicone flap

Disposable particle half mask FFP1 NR, with active carbon layer,
L-201VC cup shaped, adjustable Aluminum noseclip, soft nosefoam, two elastic
headbands, valved with silicone flap

This certificate remains the property of SAI Global and has been issued in accordance with the CE Scheme Conditions and Procedures of the
SAI Global Assurance Services Ltd. trading as EFSIS Ltd. Partis houe, Ground Floor. Davy Avemue, Knowlhall. Milton Keynes, MES5 8HI.
United Kingdom. Notified Body: 2056

THIS CERTIFICATE DOES NOT ENTITLE THE HOLDEE. TO L'S]é ANY OF THE CERTIFICATION TRADEMAREKS ISSUED BY SAI
GLOBAL LIMITED OF. OTHERWISE.

R-CES-13-1h Issue £#10 , July 2014



C € 37 SAIGLOBAL
APPENDIX 1 o,

Series Model Description
Disposable particle half mask FFP2 NR,
L-202 cup shaped, adjustable Aluminum noseclip, soft nosefoam, two elastic

headbands, non-valved

Disposable particle half mask FFP2 NR, with active carbon layer,

L-202C cup shaped, adjustable Aluminum noseclip, soft nosefoam, two elastic
L-202 headbands, non-valved
series Disposable particle half mask FFP2 NR,

L-202v cup shaped, adjustable Aluminum noseclip, soft nosefoam, two elastic

headbands, valved with silicone flap

Disposable particle half mask FFP2 NR, with active carbon layer,
L-202VC cup shaped, adjustable Aluminum nose clip, soft nosefoam, two elastic
headbands, valved with silicone flap

Disposable particle half mask FFP3 NR,
L-203V cup shaped, adjustable nose clip, seal velvet, two elastic headbands
with buckle, valved with silicone flap

L-203
seres

Examined for compliance with: Directive PPE 89/686/EEC (Article 10)

Relevant Standard(s)/Technical Specification:
EN 149: 2001+A1:2009 - Filtering half masks to protect against particles

Technical file Reference No: CEC40159 — CR26399

Original date of issue: 17" Nov, 2015
Date of issue: 1 Tm Nov, 2015
Certificate No: CEC40159A1

%M

Heather Mahon
Acting Head of Policy, Risk & Certification
Authorized Signatory

This certificate remains the property of SAI Global and has been issued in accordance with the CE Scheme Conditions and Procedures of the
SAI Global Assurance Services Ltd. trading as EFSIS Ltd. Partis houe, Ground Floor, Davy Avenue, Knowlhill. Milton Eeynes, MKS 8HI.
United Kingdom. Notified Body: 2056

THIS CERTIFICATE DOES NOT ENTITLE THE HOLDER TO USE ANY OF THE CERTIFICATION TRADEMARES ISSUED BY SAI
GLOBAL LIMITED OF. OTHERWISE.

R-CES-13-1h Issue #10 , July 2014
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ARTICLE 11B Directive PPE 89/686/EEC
CERTIFICATE

SAl Global Assurance Services Limited (“SAl Global) (Notified Body No: NB2056) confirm that the
Management System of Guangzhou Harley Commodity Co., Ltd. compiles with the requirements of
Article 11b of the Directive PPE 89/686/EEC.

Certificate holder: Guangzhou Harley Commodity Co., Ltd.

Scope: Manufacturing processes - Personal Protective Equipment:
Respiratory Protective Devices

Relevant Standards:
EN 149: 2001+A1:2009 - Filtering half masks to protect against particles

Manufacturing sites/facilities covered by this certificate are:

Guangzhou Harley Commodity Co., Ltd.

Floor 1 to 4, #8, Team 17, Sandong Village, Xinhua Street,
Huadu District, Guangzhou, Guangdong,

P.R. China

Technical file Reference No: CEC40159 — CR26399
Original certification date: 17t Nov, 2015
Date of issue: 171 Nov, 2015 Expiry date: 16" Nov, 2020

Certificate No: CEC40159/11b

Aeashon, pllek,

Heather Mahon
Acting Head of Policy, Risk & Certification
Authorized Signatory

This certificate remains the property of SAI Global and has been issued in accordance with the CE Scheme Conditions and Procedures of the
SAI Global Assurance Services Ltd. trading as EFSIS Ltd. Partis House, Ground Floor, Davy Avenue, Knowlill. Milton Keynes, MES 8HJ. United Kingdom.
Notified Body: NB2036

THIS CERTIFICATE DOES NOT ENTITLE THE HOLDER TO USE ANY OF THE CERTIFICATION TREADEMARKS ISSUED BY SAI GLOBAL LIMITED OR.
OTHEEWISE.

R-CES-14-1a. Issue #02 , July 2014



AS/NZS 1716:2012 - Respiratory Protective Devices Licence No:
SMK40477

$ SAIGLOBAL

INFORM. INSPIRE. IMPROVE.



SCHEDULE TO

SAl Global hereby grants:

Guangzhou Harley Commodity Co., Ltd.

Floor 1to 4, #8, Team 17, Sandong Village, Xinhua Street, Huadu District, Guangzhou, Guangdong

China

StandardsMark Licence

Manufactured to:

ASINZS 1716:2012 - Respiratory protective devices

Model identification of the goods on which the STANDARDSMARK may be used:

Face Filter Filter Model
Piece/ | . oF | ° : e : . Access
Mod Head Cartrid | Cartri | Facepiece/Head | (Face Size Facepiece/Headc e Date
el Coves ge dge covering Piece | Facepiece/Head overing- c & Endor
ID. ng Type/C | Model Description / Head covering filtration type nts sed
Type lass Numb Coveri
er ng)
L- P1 L-201 Cup shaped, Filter/Cartridge(W £ Nov
201 | Half(1/ adjustable ork) Particle 2015
2) Aluminum
facepie noseclip, soft
ce- nosefoam, two
Dispos elastic
able headbands, non-
valved
L- P1 L- Cup shaped, with Filter/Cartridge(W 6 Nov
201 | Hali(1/ 201C active carbon ork) Particle 2015
C 2) layer, adjustable
facepie Aluminum nose
ce- clip, soft
Dispos nosefoam, two
able elastic
headbands, non-
valved
L- P1 L- Cup shaped, Filter/Cartridge(W £ Nov
201 | Hali(1/ 201V adjustable ork) Particle 2015
v 2) Aluminum nose
facepie clip, soft nose
ce- foam, two elastic
Dispos headbands,
able valved with
silicone flap

Licence No: SMK40477

This schedule supersedes all previously issued schedules

* For details of manufacture, refer to the licensee
The STANDARDSMARK is a registered certification trademark of SAI Global Limited (A.C.N. 050 644 642) and is issued under licence by
SAl Glohal Cerification Services Pty Limited (ACN 108 716 669) (“SAl Global™) 286 Sussex Street, Sydney NSW 2000, GPO Box 5420
Sydney NSW 2001. This cerificate remains the property of SAl Global and must be returned to SAl Global upon its request. Refer to the
Schedule for the list of product models.

Issued Date: 9 November 2015

& SAI GLOBAL

INFORM. INSFPIRE. IMPROVE.




SCHEDULE TO

Face Filter Filter Model
Piece/ | . °F e : Nwae : . Access
Mod Head Cartrid | Cartri | Facepiece/Head | (Face Size Facepiece/Headc Shs O Date
el o ge dge covering Piece | Facepiece/Head overing- i Endor

ID. ng Type/C | Model Description / Head covering filtration type totes sed

Type lass Numb Coveri
er ng)

L- P1 L- Cup shaped, Filter/Cartridge(W 6 Nov
201 | Half(1/ 201V with active ork) Particle 2015
VG 2) G carbon layer,

facepie adjustable
ce- Aluminum nose
Dispos clip, soft nose
able foam, two elastic
headbands,
valved with
silicone flap

L- P2 L-202 Cup shaped, Filter/Cartridge(W 6 Nov

202 | Half(1/ adjustable ork) Particle 2015
2) Aluminum nose
facepie clip, soft nose
ce- foam, two elastic
Dispos headbands, non-
able valved

L- P2 L- Cup shaped, with Filter/Cartridge(W 6 Nov
202 | Half(1/ 202C active carbon ork) Particle 2015

C 2) layer, adjustable

facepie Aluminum nose
ce- clip, soft nose
Dispos foam, two elastic
able headbands, non-
valved

L- P2 L- Cup shaped, Filter/Cartridge(W 6 Nov
202 | Half{1/ 202V adjustable ork) Particle 2015

W 2) Aluminum nose

facepie clip, soft nose
ce- foam, two elastic
Dispos headbands,
able valved with
silicone flap

L- P2 L- Cup shaped, with Filter/Cartridge(W 5 Nov
202 | Half(1/ 202v active carbon ork) Particle 2015
VC 2) C layer, adjustable

facepie Aluminum nose
ce- clip, soft nose
Dispos foam, two elastic
able headbands,
valved with
silicone flap

Licence No: SMK40477

This schedule supersedes all previously issued schedules

¥ SAI GLOBAL

* For details of manufacture, refer to the licensee
The STANDARDSMARK is a registered certification trademark of SAl Global Limited (A_.C.N. 050 644 642) and is issued under licence hy
SAl Glohal Certification Services Pty Limited (ACN 108 716 669) (“SAl Global™) 286 Sussex Street, Sydney NSW 2000, GPO Box 5420
Sydney NSW 2001. This certificate remains the property of SAl Global and must be retumed to SAl Global upon its request. Refer to the
Schedule for the list of product models.

Issued Date: 9@ November 2015

INFORM, INSPIRE. IMPROVE.




SCHEDULE TO

Face Filter Filter Model
Precel | 2 [ o . B - : Access
Mod Head Cartrid | Cartri | Facepiece/Head | (Face Size Facepiece/Headc SR Or Date
el Covin ge dge covering Piece | Facepiece/Head overing- s Endor
ID. ng Type/C | Model Description { Head covering filtration type nts sed
Type lass Numb Coveri
er ng)
L- P1 L-210 Cup shaped, Filter/Cartridge(W 6 Nov
210 | Half{1/ adjustable nose ork) Particle 2013
2) clip
facepie (polypropylene
ce- with iron type),
Dispos velvet nose pad,
able two elastic
headbands, non-
valved
L- P1 L- Cup shaped, with Filter/Cartridge(W B Nov
210 | Half{1/ 210C active carbon ork) Particle 2015
C 2) layer, adjustable
facepie nose clip
ce- (polypropylene
Dispos with iron type),
able velvet nose pad,
two elastic
headbands, non-
valved
L- P L- Cup shaped, Filter/Cartridge(W B Nov
210 | Half{1/ 210V adjustable nose ork) Particle 2015
v 2) clip
facepie (polypropylene
ce- with iron type),
Dispos velvet nose pad,
able two elastic
headbands,
valved with
silicone flap
L- P1 L- Cup shaped, with Filter/Cartridge(W B Nov
210 | Half{1/ 210V active carbon ork) Particle 2015
VC 2) C layer, adjustable
facepie nose clip
ce- (polypropylene
Dispos with iron type),
able velvet nose pad,
two elastic
headbands,
valved with
silicone flap

Licence No: SMK40477

This schedule supersedes all previously issued schedules

* For details of manufacture, refer to the licensee
The STANDARDSMARK is a registered cerification trademark of SAl Global Limited (A.C.N. 050 644 642) and is issued under licence by
SAl Global Certification Services Pty Limited (ACN 108 716 669) ("SAl Global™) 286 Sussex Street, Sydney NSW 2000, GPO Box 5420
Sydney NSW 2001. This ceriificate remains the property of SAl Global and must be retumed to SAl Global upon its request. Refer to the
Schedule for the list of product models.

Issued Date: 9 November 2015

& SAIGLOBAL

INFORM. INSPIRE

IMPRGVE.




SCHEDULE TO

Face Filter Filter Model
piece/ | . OF | o : Hante : : Access
Mod Head Cartrid | Cartri | Facepiece/Head | (Face Size Facepiece/Headc ohb oF Date
el Covernt ge dge covering Piece | Facepiece/Head overing- Corane Endor
1D. ng Type/C | Model Description [ Head covering filtration type it sed
Type lass Numb Coveri
er ng)
L- P2 L-220 Cup shaped, Filter/Cartridge(W 6 Nov
220 | Half(1/ adjustable nose ork) Particle 2015
2) clip
facepie (polypropylene
ce- with iron type),
Dispos velvet nose pad,
able two elastic
headbands, non-
valved
= P2 L- Cup shaped, with Filter/Cartridge (W B Nov
220 | Half(1/ 220C active carbon ork) Particle 2013
& 2) layer, adjustable
facepie nose clip
ce- (polypropylene
Dispos with iron type),
able velvet nose pad,
two elastic
headbands, non-
valved
L- P2 L- Cup shaped, Filter/Cartridge(W 6 Nov
220 | Half(1/ 220V adjustable nose ork) Particle 2015
v 2} clip
facepie {polypropylene
ce- with iron type),
Dispos velvet nose pad.
able two elastic
headbands,
valved with
silicone flap
k- P2 L- Cup shaped, with Filter/Cartridge(W B Nov
220 | Half(1/ 220V active carbon ork) Particle 2015
VC 2) c layer, adjustable
facepie nose clip
ce- {polypropylene
Dispos with iron type),
able velvet nose pad,
two elastic
headbands,
valved with
silicone flap

End of Record

Licence No: SMK40477

This schedule supersedes all previously issued schedules

* For details of manufaciure, refer to the licensee
The STANDARDSMARK is a registered cerfification trademark of SAl Global Limited (A.C.N. 050 644 642) and is issued under licence hy
SAl Global Certification Services Pty Limited (ACN 108 716 669) (“SAl Global™) 286 Sussex Street, Sydney NSW 2000, GPO Box 5420
Sydney NSW 2001. This certificate remains the property of SAl Global and must be retumed to SAl Global upon its request. Refer to the
Schedule for the list of product models.

Issued Date: @ November 2015

& SAI GLOBAL

INFORM, INSPIRE

IMPROVE.




SCHEDULE TO

STANDARDSMARK LICENCE

Licence No: SMK40477 Issued Date: 9 November 2015

This schedule supersedes all previously issued schedules

& SAIGLOBAL

INFORM. INSPIRE. IMPROVE.

* For details of manufacture, refer to the licensee
The STANDARDSMARK is a registered certification trademark of SAl Global Limited (A.C.N. 050 644 642) and is issued under licence by
SAl Global Certification Services Pty Limited (ACN 108 716 669) (“SAl Global") 286 Sussex Street, Sydney NSW 2000, GPO Box 5420
Sydney NSW 2001. This certificate remains the property of SAl Global and must be retumed to SAl Global upon its request. Refer to the
Schedule for the list of product models.



China Chamber of Commerce for Import and Export of Medicines and Health Products, White List of Medical
Devices and Supplies Companies

- Unified Social Credit Identifier

91430181MA4PHUES10

® == | www.ccemhpie.org.cn/Pub/6325/176241 shtml

Bsaah -

136 | —TmSILRhIPEBRERAE] 91429004316478369N ERZ2CE
One Top Protective Products Co., Ltd.

137 | EEERETSHEHERASE 91430700352838800T ER22CE
Changde Gelan Medical Device Co.Ltd

138 | BERETHBEERASE 91431103MA4R4BF30T ERZ2CE
Hunan Jialong Medical Equipment Co.,
Ltd

139 | ¥EEmREEETHEHERAS 91430105MA4L3XD298 ERZ2CE
Hunan Triplex Precision Medical Devices
Co. Ltd.

140 | B —ERHERSBRAE 91430181MA4PHUES10 ERZ2CE
Hunan EEXI Technology&Service Co.,Ltd.

141 | SSB/CKERIDEIRAE 91430181MA4LY6RKOY EREECE
Hunan Youmi Clothing Co., Ltd

142 | ENEREESIRERLE 91320400750008239) - v i
BH Medical Products Co., Ltd TGA

143 | BMNEREESRERAT 91320400750008239) =EFDA
BH Medical Products Co., Ltd

144 | IFEREEVESHESRAE 91360400741964050T Ex22CE
Jiangxi Longteng Biological High-Tech
Co. Ltd

145 | IFEE=NERERSRASE 91360426716524387R ERZACE

140 | BB —ERERSBRASE 91430181MA4PHUES10 ER22CE

Hunan EEXI Technology&Service Co., Ltd.




Australian Register of Therapeutic Goods Certificate - ARTG Identifier
Medical Device Included Class 1
338879

R b+
Australian Government
Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate
Issued to
Auscanny Pty Ltd
for approval to supply
Auscanny Pty Ltd - Airway protection face mask

ARTG Identifier 338879

ARTG Start Date 3/07/2020

Product Category Medical Device Included Class 1

GMDN 18094

GMDN Term Airway protection face mask

Intended Purpose Product Name: Particle filtering half mask

Type: Folding filtering half mask without valve fitted with ear loops with
head harness clip, internal metal nose clip.

Intended Use: Single-use, disposable device, non-sterile, intended to be
used for patients and other persons to reduce the risk of spread of
infections particularly in epidemic or pandemic situations.

Manufacturer Details Address Certificate number(s)
Hunan EEXI Technology & Service Co | No 6 North of Pingtou Road
Ltd Liuyang Hi-tech Industrial
Development
Zone , Hunan ,
China
ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
conditions:

+ - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989
and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Airway protection face mask
Product Specific Conditions
No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 338879

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 3/07/2020
Phone: 1800 020 653

Email: info@tga.gov.au



Australian Register of Therapeutic Goods Certificate - ARTG Identifier
Medical Device Included Class 1
337859

Australian Government
Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate

Issued to

Auscanny Pty Ltd

for approval to supply

Auscanny Pty Ltd - Airway protection face mask

ARTG Identifier 337859

ARTG Start Date 15/06/2020

Product Category Medical Device Included Class 1

GMDN 18094

GMDN Term Airway protection face mask

Intended Purpose Single-use, disposable device, non-sterile, intended to be used for

patients and other persons to reduce the risk of spread of infections
particularly in epidemic or pandemic situations.

This mask is made of blank mask, nose piece and tie-on belt. The blank
mask is made of three layers. The inner and outer layer are non-woven
fabric, the middle layer is Meit-blown polypropylene.

Manufacturer Details Address Certificate number(s)
Hunan EEXI Technology & Service Co | No 6 North of Pingtou Road
Ltd Liuyang Hi-tech Industrial
Development
Zone , Hunan ,
China
ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
conditions:

- - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989
and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Airway protection face mask

Product Specific Conditions
No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 337859

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 15/06/2020
Phone: 1800 020 653

Email: info@tga.gov.au



Australian Register of Therapeutic Goods Certificate - ARTG Identifier
Medical Device Included Class 1
338878

Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate
Issued to
Auscanny Pty Ltd

for approval to supply

Auscanny Pty Ltd - Airway protection face mask

ARTG Identifier 338878

ARTG Start Date 3/07/2020

Product Category Medical Device Included Class 1

GMDN 18094

GMDN Term Airway protection face mask

Intended Purpose Product Name: Disposable medical face mask

Type and Specification: Flat earloop, 14.5x9¢cm.

Intended Use: Single-use, disposable device, non-sterile, intended to be
used for children to reduce the risk of spread of infections particularly in
epidemic or pandemic situations

Structure and Components: This mask is made of blank mask, nose
piece and ear loops. The blank mask is made of three layers. The inner
and outer layers are non-woven fabric, the middle layer is melt-blown

polypropylene.
Manufacturer Details Address Certificate number(s)
Hunan EEXI Technology & Service Co | No 6 North of Pingtou Road
Ltd Liuyang Hi-tech Industrial
Development
Zone , Hunan ,
China
ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
conditions:

- - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989
and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry

1. Airway protection face mask
Product Specific Conditions
No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 338878
PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 3/07/2020
Phone: 1800 020 653

Email: info@tga.gov.au



Australian Register of Therapeutic Goods Certificate - ARTG Identifier
Medical Device Included Class 1
338713

Australian Government
Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate

Issued to

Auscanny Pty Ltd

for approval 1o supply
Auscanny Pty Ltd - Airway protection face mask

ARTG Identifier 338713

ARTG Start Date 1/07/2020

Product Category Medical Device Included Class 1

GMDN 18094

GMDN Term Airway protection face mask

Intended Purpose Single-use, disposable device, non-sterile, intended to be used for

patients and other persons to reduce the risk of spread of infections
particularly in epidemic or pandemic situations.

This mask is made of blank mask, nose piece and ear loops. The blank
mask is made of three layers. The inner and outer layer are non-woven
fabric, the middle layer is melt-blown polypropylene.

Manufacturer Details Address Certificate number(s)
Hunan EEXI Technology & Service Co | No & Narth of Pingtou Road
Lid Liuyang Hi-tech Industrial
Development
Zone , Hunan ,
China
ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
conditions:

+ - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989
and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Airway protection face mask
Product Specific Conditions
No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG |dentifier: 338713

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 1/07/2020
Phone: 1800 020 653

Email: info@tga.gov.au



Australian Register of Therapeutic Goods Certificate - ARTG Identifier
Medical Device Included Class 1
337857

Australian Government
Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate

Issued to

Auscanny Pty Ltd

for approval to supply

Auscanny Pty Ltd - Airway protection face mask

ARTG Identifier 337857

ARTG Start Date 15/06/2020

Product Category Medical Device Included Class 1

GMDN 18094

GMDN Term Airway protection face mask

Intended Purpose Single-use, disposable device, non-sterile, and intended to be used for

patients and other persons to reduce the risk of spread of infections
particularly in epidemic or pandemic situations.

This mask is made of blank mask, nose piece and ear loops.The blank
mask is made of three layers. The inner and outer layer are non-woven
fabric, the middle layer is melt-blown polypropylene.

Manufacturer Details Address Certificate number(s)
Hunan EEXI Technology & Service Co | No 6 North of Pingtou Road
Lid Liuyang Hi-tech Industrial
Development
Zone , Hunan ,
China
ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
conditions:

- - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989

and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Airway protection face mask
Product Specitic Conditions
No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 337857

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 15/06/2020
Phone: 1800 020 653

Email; info@tga.gov.au



Brazil National Health Surveillance Agency ANVISA - Registration Number

Medical Device Class 1 — 81702110005
SEI/ANVISA - 0913140 - Certificado Page 1of 1

MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
Este documento é para notificar que afabricante
Hunan EEXI Technology&Service Co., Ltd.

CNPJ: 91430181MA4PHUESLO

No.6, North of Pingtou road, Liuyang Hi-tech Industrial Development Zone, Hunan, China
Concluiu a notificag@o dos produtos a seguir perante a ANVISA — Agéncia Nacional de Vigilancia
Sanitéria,

Materiais de uso médico das classes |.

NUMERO DE REGISTRC: 81702110005

YX001 - Méascara cirirgica descartavel com elastico, tripla camada, 17,5x9,5cm
YX00S5 - Mascara cirlrgica descartdvel com eléstico, tripla camada, 14,5x9cm
YX011 - Méscara cirlrgica descartavel com elstico, tripla camada, 17,5x9,5¢m
YX105 - Méscara cirGrgica descartdvel com eléstico, tripla camada, 14,5x9¢cm
YX119 - Méscara cirirgica descartdvel com tiras, tripla camada, 17,5x8,5¢cm

YX121 - Méscara cir(irgica descart&vel com tiras, tripla camada, 17,5x9,5cm

A autenticidade do registro pode ser conferida pelo seguinte procedimento:
1. Acesse http://consultas. anvisa.gov.br/

2. Clique em “Produtos para Saude”

3. Em “Nimero do Registro”, digite 81702110005

4, Cliqgue em “consultar”

S, Clique no produto

6. Verifique os documentos notificados e a validade do registro (VIGENTE)



Canada Medical Device Establishment Licence - Licence Number
Class 1 Manufacturer — 14507

Licence Number 14507 Numéro de la licence
Medical Device Licence d'établissement
Establishment Licence pour les instruments médicaux

HUNAN EEXI TECHNOLOGY & SERVICE CO., LTD

#6 NORTH OF PINGTOU ROAD
LINYANG HI-TECH INDUSTRIAL DEVELOPMENT ZONE
LIUYANG, HUNAN

CHINA
410300
This licence is issued in accordance with the Medical Cette licence est délivrée conformément a la Loi sur les
Devices Regulations of the Food and Drugs Act for the aliments et drogues, réglement sur les instruments
following activities: médicaux pour les activités qui suivent:
Manufacture Devices for Distribution /
Distributor / Distributeur | Importer / Importateur |Fabricant d'instruments médicaux pour
distribution
Class | / Classe | No / Non No / Non Yes / Oui
Class Il / Classe |l No /Non No / Non
Class Il / Classe Il No/Non No / Non
Class IV / Classe IV No / Non No / Non
Attestation made : Attestations faites :
The establishment has documented procedures in L'établissement a mis en oeuvre une procédure
place in respect of: écrite concernant:
. distribution records [Y] . les registres de distribution
. complaint handling [Y] . les plaintes
. recalls [Y] B les rappels
. mandatory problem reporting [N] - rapports d'incident obligatoires
. handling, storage, delivery [N] | = la manutention, le stockage, la livraison
° installation [N] © l'installation,
. corrective action [N] o les mesures correctives
. servicing [N] | e lentretien
Site listing begins on the back of this page Liste des sites commence au verso de
cette page
Issue Date, date de délivrance: 2020-07-17
Minister of Health Countersigned: Director, Medical Devices Compliance Program or delegated authority
Ministre de la santé Conftresigné par: Directeur, Programme de la conformité des matériels médicaux ou autoritée déléguée
s
=4 ///a/// ¢
Chad

This licence is he property of the Madcal Devices Compliance Program and must be refumed upon demand
Catee licance appartent au Programme de ka conformité des L ol dot e Sur demance

Canada

Page 1 of 2




Health Santé
I‘l Canada Canada

Sites
oL el e B Gompany 1D
LINYANG HI-TECH INDUSTRIAL DEVELOPMENT ZONE 151728
LIUYANG, HUNAN No. d'identification
CHINA de la société

410300

Page 2 of 2




Korea Textile Inspection & Testing Institute Registration Number
SUQ20-00040_M1
SUQ20-00041_M1
SUQ20-00042_M1
SUQ20-00043_M1

s Sl QIFO OB £ 022 IEE MEsHE B2 Y HIXLIA MEL
K(\)TITl AI [ == E ?% Global Business Partner for Human Salety and Future Technology
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AR Hunan EEX| Technology & Service CO., Lid o # A} Lisa
No.6, North of Pingyou Road, Liuyang
Ey s B Hi=tech industrial development zone, HepH s 86-15521119635
Hunan, China
AlY g o 23
Alg s Algo|1Z2 chel F< ) "l
HoS Wae pxyolof, 72 WHE Wae| ¥N o0, 7I2
Yge: e Haglen|, 3 Hge: ctes g, 2 XA E 2
a4 80l 3ROl AT, 2 FHoll - S0l RWO| A, ¥ FoHoll AR e
sy AM0| Ues L1012 Bo| $as|0f et Mo| e LlolE Bo| Fsof
Uct, sUct
2tz 200 + 10 72 197
= Fo2 |
Mz 70 £ 10 Mz 74 ——
e 5 s T 5 141 Al
mHelBo| oj2|zzol
- o 155 + 15 " 149
TEAE follM EE f M LHEHYX) " FlolM 2Aa o MF ERYX]| ojote Fofl et
(M 2) &ech, g#ech 7|8 ¥ AEYy
TTAY BME CIERRX| ghect B BME ey x| grect/ olote| Fol ot
(& == @2l A F LIEpgX] gtech A F LIEpYX| ghech, 7|8 ¥ Alfwy
=EME = 2 - ojete| Fof et
AEZAIRL . =84, AFA|, dopH Z|gMext . ok

# ¢ 3 2i2E MY - A IEE Y2F 8 AYych
® X|plo] REF AT MY - HA B 3 TV WXZ2 HY Jbsfidch
# HARAE oG 87] - ZE S0l EAIW mols AlE - HAKHA MM S 25 BAIS00} BHHCH

B AHEHME "AEAATEOF AY-HA Soll e WE, ol WE AR 0| U200, 012 2IE WX FWA
AlEelepEeolriziel adio| YUASE #Edch

(ADKOTITIA E AT

KOTITIA g 73 W7\ A SHT APIUER 111 (SRRE) T2t 02) 3451-7361, 7190 HA @ 02) 3451-7194 www._kotiti.re_kr

( PAGE 1 OF 2)



KOTITIAIEAY

AEH M A

AF2 AUMS F15611 027|128 Vo= F2E HIZUA IHELY
Global Business Partner for Human Safety and Future Technology

5 H4WE © 8219-1509-100779-001 YW2WS 8680586806
o) HPUX: 20204 058 15% WEYA © 2020 06% 199
ema
- Alg g5 2 2
K
AlgYs AlgoIE chel 23 L] prd
SENY Hoto| LiEnhE M2 wi@N0l | | Aol LEkE ME w@N0| | ool Fof et
(EBYHIE) CIERRE AmCch MBHAl Rich lEfdE Tt Mtk ok (713 U Algwe
. wHB0IAT
ENINES " =& : 100/100/100
(HEIER) 2HHel SHXIE 94 %014 % M2l : 100/100/100 7|§7’ggg§ug&
. wHBoIAT
gyzyag =& : 99/99/99
(ml2iE 2%) AN APAE N X » &2l : 99/99/99 L A P
. BUojA
ooy &7INg Aol &¥AE 70 Paolst | Pa Rl 7% A0 oo
o). Jtol=2jel
1.4/0.1/0.2/0.2/1.6
6.8/7.4/5.5/5.2/6.3
g 0.3/1.0/0.9/1.3/0.9
3.7/1.9/8.5/8.3/1.1
AlY AR 10992 521X 2&A L 1.7/10.0/5.8/2.7/2.6 SUBojAT
QLS 0. ARt 2.1/3.6/4.1/6.1/4.9 UL
: 0.0/0.0/0.0/0.1/0.0
Mx2l|  4.3/4.5/6.2/9.6/31
2.6/2.8/3.6/7.1/5.0
1.0/3.5/0.8/10.0/2.5
BHgojA3
iy HM IS WRAE 0 NOIA | N 50 2% A0 ot
N |emzs J10| =221
!
Z84d, A, Aol 2 MYX}L 1 gory

W Al EH AL} :

» 9 ANE oiSH AlY - gAl BReHE djye22 B Ayt
# X|po| SR A AlY - AL BS 2 RS WX2 HY JpsEHcCH
* HAAME Y05IAHU 87] - ZE S0l HAE Hols MY - FANEHM MY WES 2F EAIS0{0} RHCL

ABolotE M B0l YRS WHLCE

(ADKOTITIA & A+

KOTITIAI Bt & WIS MEA ST APIYER 11 (ACHNS) M8} 02) 3451-7361, 7190 A : 02) 34517194 www._kotiti.re.kr

( PAGE 2 OF 2)



ANEdEA

AFHAHES : SUQ20-00040_M1 Page 2 of 3
EENG e Rl . B

AN Hunan EEXI Technology&Service Co.,Ltd.

oloIg overseas04@idore.com.cn

F 2 No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone, Hunan,
agps 15521119635

BABS

RELTD S

NEY WK S8 01Aa3

HE ¢is YX011

ANBSEEN 8 QHUIIEES+ROUE

RI=ETHY Hunan EEXI Technology&Service Co. Ltd.

HER 8=
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!’.’EJVIE SEH 1- 138 4KHNE[IIIISESHEIA HM2018-0195%(2018.06.29) ]

Hl 32201, 0l FME AA[TI) MAE NE R NETN BHID 2AEM BUHEBN e BES =S = WSUC,
2.0 dAME= B8, M, B Y AS8CT MBE & 2UACH, 8% 01U ARE SRLIG,

KCL (QINGDAO) TESTING SERVICE CO,, LTD.

5™ FL, 2'° BD, NO.57, SHUYUNEAST ROAD, CHENGYANG

DISTRICT, QINGDAO, SHANDONG, CHINA 266107

Tel: (+86)532-6696-0030 Fax: (+86)532-6895-7772

E-mail: kclqd@kclrokr  Website: www.kcl.ro kr




ANEEHA

AEH KBS : SUQ20-00041_M1 Page 2 of 3
AT RN A A

= pl Hunan EEXI Technology&Service Co..Ltd.

Ol0H % overseas04@idore.com.cn

F 2 No.8, North of Pingtou road, Liuyang Hi-tech industrial development zone, Hunan,
k- k-3 15521119635

BAMS

A83s L&Y
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RZEXS Hunan EEXI Technology&Service Co.,Ltd.
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KCL (QINGDAO) TESTING SERVICE CO., LTD.

§™ FL, 2" BD, NO.57, SHUYUNEAST ROAD, CHENGYANG
DISTRICT, QINGDAO, SHANDONG, CHINA 266107

Tol: (+86)532-6696-0030  Fax: (+86)532-6895-7772

E-maill: kcigd@kcl.rekr  Website: www.kcl.re kr




ANEEHA

AFHMHEE : SUQ20-00042_M1 Page 2 of 3
212 N A T

b k- Hunan EEXI Technology&Service Co.,Ltd.

Ol0i s overseas04@idore.com.cn

F 2 No.6. North of Pingtou road, Liuyang Hi-tech industrial development zone, Hunan,
Fak- k-1 15521119635
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ANBEEA 8% QHEDIEESHOT

RIZEXHY Hunan EEXI Technology&Service Co.,Ltd.
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KCL (QINGDAO) TESTING SERVICE CO., LTD.

SMEL, 2% A0, NO S7, SHUYLINEAST ROAD, CHENGYANG

DISTRICT, QINGDAO, SHANDONG, CHINA 266107

Tel: (+86)532-6696-0030 Fax: (+86)532-6895-7772

E-mail: keiqd@kel.re.kr Website: www.kcl.re kr
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=P b Hunan EEXI Technology&Service Co.,Ltd.

oINS overseas04@idore.com.cn

F 2 No.6. North of Pingtou road, Liuyang Hi-tech industrial development zone, Hunan,
Pak-Tiuk-3 15521119635
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HIZEXHS Hunan EEXI Technology&Service Co.,Ltd.
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KCL (QINGDAO) TESTING SERVICE CO., LTD.

S™FL, 2" BD, NO.57, SHUYUNEAST ROAD, CHENGYANG

DISTRICT, QINGDAO, SHANDONG, CHINA 266107

Tel. (#86)532-6696-0030  Fax: (+86)532-6885.7772 N "\ SEp——

E-mail: kciqgd@kcl.re kr Website: www.kclre kr




Taiwan Ministry of Health and Welfare Medical Device Manufacturing No.

008382
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https://info.fda.gov.tw/MLMS/H0001D.aspx?Type=Lic&Licld=93008382



https://info.fda.gov.tw/MLMS/H0001D.aspx?Type=Lic&LicId=93008382

1ISO9001:2015
Certificate No: USA20Q40924R0M

( W/
///'///cf////'
Certificate No.: USA20Q40924R0M

This is to certify that the Quality Management System of

HUNAN EEXI TECHNOLOGY & SERVICE CO., LTD.
Unified Social Credit Code: 91430181 MA4PHUES10
Registered/Office Address: No.6 North of Pingtou Road, Liuyang Hi-Tech Industrial Development
Zone, Hunan, China
Production Address: Floor | and 2, Building 3, No.6 North of Pingtou Road, Liuyang Hi-Tech
Industrial Development Zone, Hunan, China

Has been audited to conform to the following Quality Management System standard

[SO 9001:2015

This Quality Management System is valid for the

The production of disposable medical masks (non-sterile), disposable medical
masks (sterile), medical surgical masks (non-sterile) and medical surgical
masks (sterile) (within the company's license scope)

Dete of nital issuance: Apr, 2, 202)
Dhte of issuance: Ape. 20, X120
Dite of renewal: May. 12, 2020
Dite of expiry: Apr. 19, 2023

Issued by: M p’”m

N IE 7
(D




ISO 14001:2015
Certificate No: USA20E40925R0M

Certificate No.: USA20E40925R0M

This is to certify that the Environmental Management System of

HUNAN EEXI TECHNOLOGY & SERVICE CO., LTD.

Unified Social Credit Code: 91430181MA4PHUES 10

Registered/Office Address: No.6 North of Pingtou Road, Liuyang Hi-Tech Industrial
Development Zone, Hunan, China
Production Address: Floor 1 and 2, Building 3, No.6 North of Pingtou Road, Liuyang Hi-Tech
Industrial Development Zone, Hunan, China

Has been audited to conform to the following Environmental
Management System standard

ISO 14001:2015

This Environmental Management System is valid for the

The production of disposable medical masks (non-sterile), disposable medical
masks (sterile), medical surgical masks (non-sterile) and medical surgical
masks (sterile) (within the company's license scope) and related
environmental management activities of involved sites
Date of initial issuance: Apr. 20, 220

Date of issuance: Apr. 20, 2120
Date of renewal: May. 12, 2020)
Date of expiry: Apr. 19, 2123

Issued by: M P‘vm

Beijing East Allrégch Certificatiof Center Co., Ltd.

ACCHEDITED

e
CORTWICATION BODY
The centificate will remadn valid only if the certified organuation sccepts varveillance sudit ol regudar itervals and is ssdiiod o
bhe qualified The mformation of this certificate is available 3t EACC webnite (www caceoomen | and ONCA” s official websie
www enea goven ), and it s slso avatlable by scanming the QR Code n the lower nght comer
EACC address:iat Floor, No. 121 building, No. 17, Jingsbengmansi Street, Jingim Science & Technology Industrial

Base, Tongzhou Pack of Zhongguancun Science & Technology Zone, Tomgrhou Destrict, Beipimg 101 102



EN I1SO 13485:2016
Certificate No: CN20/42091

Certificate CN20/42091

The management system of

Hunan EEXI
Technology & Service Co., Ltd.

No. 6, North of Pingtou Road, Liuyang Hi-tech Industrial Development Zone,
Hunan Province, 410300, P.R. China
has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design and manufacture of non-sterile surgical face mask,
non-sterile single use medical face mask and
non-sterile medical protective face mask

This certificate is valid from 16 June 2020 until 15 June 2023
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Viral Filtration Efficiency (VFE) in ASTM F2101
Proven that Curie technology can effectively filter virus (>99.9a%)

K§/ Nelson Labs. Eache vam

intertek Testing Services Hong Kong Ltd.

A Sotera Health company 1/F, Garment Centre, 576 Castle Peak Road
Kowloon,

HONG KONG

Viral Filtration Efficiency (VFE) Final Report

Test Article:.  modified non-woven
colour: White
Style #1001
Study Number: 1280865-S01
Study Received Date: 25 Mar 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.SA.
Test Procedure(s). Standard Test Protocol (STP) Number. STP0007 Rev 16
Deviation(s): None

Summary: The VFE test is performed to determine the filtration efficiency of test articles by comparing
the viral control counts upstream of the test article to the counts downstream. A suspension of
bacteriophage ®X174 was aerosolized using a nebulizer and delivered to the test artucle at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 1.1-3.3 x 10° plaque forming
units (PFU) with a mean particle size (MPS) of 3.0 um £ 0.3 um. The aerosol droplets were drawn
through a six-stage, viable particle, Andersen sampler for collection. The VFE test procedure was
adapted from ASTM F2101.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Test Side: Either
Test Area: ~40 cm’
VFE Flow Rate: 28.3 Liters per minute (L/min)
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours
Positive Control Average: 1.6 x 10° PFU
Negative Monitor Count: <1 PFU
MPS: 29um

S,
% S ACCREDITED
'."” grmt .\‘\\‘ N:m-cm
1 - () 7/4 AY )‘L‘)f‘)
Study Director # 7%—"" JamesW. Luskin  Study Completiod Date
OO RO OB
1280865-S01
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com myf FRT0007-0001 Rev 16
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Study Number 1280865-S01
’@ Nelson Labs. Viral Filtration Efficiency (VFE) Final Report

A Sotera Health company

Results:

Test Article Number Percent VFE (%)

1 >99.9°
>99.9°
>99.9°
>99.9*
>99.9°
# There were no detected plaques on any of the Andersen sampler plates for this test article.

g B W N

The filtration efficiency percentages were calculated using the following equation:

c-T C = Positive control average

%VFE = x 100

T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request



Bacterial Filtration Efficiency with Increased Delivery Challenge (BFE) in ASTM F2101 and EN14683
Proven that Curie technology can effectively filter increased challenge of bacteria (99.8%)

f Sponsor:
N, Nelson Labs. Wong Chak Ming
: Hong Kong Medical Supply Limited
AR ealth compainy Unit A3, 2F Mai Wah Industrial Bldg.

1-7 Wah Sing Street

Hong Kong,

CHINA

Bacterial Filtration Efficiency (BFE) Final Report

Test Article: HKMSLMASKO000
Purchase Orderr HKMSLP020200326
Study Number:  1282265-S01
Study Received Date: 28 Mar 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 US A
Test Procedure(s): Standard Test Protocol (STP) Number: STP0004 Rev 18
Deviation(s): None

Summary: The BFE test is performed to determine the filtration efficiency of test articles by comparing
the bacterial control counts upstream of the test article to the bacterial counts downstream. A suspension
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test article at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 3.5 x 10° colony forming units
(CFU) with a mean particle size (MPS) of 3.0+ 0.3 ym. The aerosols were drawn through a six-stage,
viable particle, Andersen sampler for collection. This test method complies with ASTM F2101-19 and
EN 14683:2019, Annex B; with the exception of med. which may represent a [fiorel

All test method acceptance criteria were met.  Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Test Side: Inside
BFE Test Area: ~40 cm®
BFE Flow Rate: 28 3 Liters per minute (L/min)
Conditioning Parameters. 85 + 5% relative humidity (RH) and 21 £ 5°C for a minimum of 4 hours
Test Article Dimensions.  ~176 mm x ~160 mm
Positive Control Average: 3.5 x 10° CFU
Negative Monitor Count: <1 CFU
MPS: 3.0um

The positive control average was out of specification per STP0004 Rev 18 section 6.1 which states, “The
BFE positive control average shall be maintained at 1.7-3.0 x 10° CFU." Testing with a
ﬁ to the test articles represents a worse case. The sponsor accepted the use of the Higher
iehallenge. therefore, the results are considered valid at the testing conditions that occurred.
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’ Study Number 1282265-S01
<S g NE'SOﬂ LabS Bacterial Filtration Efficiency (BFE) Final Report

A Sotera Health company

Results:
1 99.8
2 99.8
3 99.8
4 99.8
5 99.8

The filtration efficiency percentages were calculated using the following equation:
-7 C = Positive control average
x 100 T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request

c
% BFE =



Viral Filtration Efficiency (VFE) in ASTM F2101
Proven that Curie technology can effectively filter virus (>99.9a%)

Intertek

Total Quality. Assured.

Number: HKGT05112613-S1

TEST REPORT

Applicant: CURIE LIMITED Date: Apr 22, 2020
B3-1 G/F This is to supersede report no.
SUPERLUCK INDL CTR PHASE 2 HKGT05112613 dated Apr 21,
57 SHA TSUI RD 2020

TSUEN WAN NT HK

Attn: ALDRIN OR

Sample Description As Declared :
No. Of Sample : Several
Buyer’s Name P -
Agent's Name P -
Manufacturer’s Name: Curie Limited
Sample Description : Curie Ultrahigh-Efficiency Viral Filter#8 %05 a2t
Colour . White
Style No. : 1001
Order No. / PO No. : -
Product End Uses  : -

Fibre Content : Nonwoven
Fabric/GMT Weight : 20g
Ref. D -

Date Received/Date Test Started : Apr 15, 2020
Applicant’s Provided Care Instruction/Label :

Intertek

Total Quality. Assured.

Number: HKGT05112613-S1
TEST REPORT

Original Sample Photo:

For any queries on this report, you are welcome to contact our customer service representatives:
us3
Angie Yu (852) 98639123 or email to angie.yu@intertek.com



Intertek

Total Quality. Assured.

Number: HKGT05112613-S1

TEST REPORT

Tests Conducted (As Requested By The Applicant)

1 Evaluation of Viral Filtration Efficiency (VFE):
Summary: The VFE test is performed to determine the filtration efficiency of test articles by comparing the viral
control counts upstream of the test article to the counts downstream. A suspension of bacteriophage ®X174
was aerosolized using a nebulizer and delivered to the test article at a constant flow rate and fixed air pressure.
The challenge delivery was maintained at 1.1 — 3.3 x 10° plaque forming units (PFU) with a mean particle size
(MPS) of 3.0 £ 0.3 1 m. The aerosols droplets were drawn through a six-stage, viable particle, Andersen
sampler for collection. The VFE test procedure was adapted from ASTM F2101.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Test side: Either

Test Area: ~40 cm?

VFE Flow Rate: 28.3 Liters per minute (L/min)

Conditioning Parameters: 85 = 5% relative humidity (RH) and 21 £ 5 °C for a minimum of 4 hours
Positive Control Average: 1.6 x 10°PFU

Negative Monitor Count: <1 PFU

MPS: 2.9 zm

Intertek

Total Quality. Assured.

Number: HKGT05112613-S1

TEST REPORT
Tests Conducted (As Requested By The Applicant)

Evaluation of Viral Filtration Efficiency (Cont'd)

Result:

Test Article Number Percent VFE (%)
>99.9°
>99.9°
>99.9°
>99.9°
>99.9°

UD|W N

@There were no detected plaques on any of the Andersen sampler plates for this test article.

The filtration efficiency percentages were calculated using the following equation:

Cc-T

%VFE = x100

C= Positive control average
T= Plate count total recovered downstream of the test article
Note: The plate count total is available upon request

Remark: The test was conducted by competent subcontractor lab.

End of Report



Bacterial Filtration Efficiency (BFE) in ASTM F2101 and EN14683

Proven that Curie technology can effectively filter bacteria (99.9%), complying ASTM F2101 Level 3 and EN14683
Type lIR

Air Exchange Pressure in ASTM F2101 / EN14683

Proven that air exchange pressure of KV99 masks can comply with standards of ASTM F2101 Level 3 and EN14683
Type IR

I Sponsar:
ﬁ' NEISOI'I LabS., Wing Wah Medicine Group Holdings Limited

A Sotera Health company 1/F Ching Cheong1 g“&‘i;?aéhmdigg
Kwal Chung, NT

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Article: 4 Ply Disposable Medical Mask
Colour: White
Fiber Content: Cunie Bichazard Filter + SS Non-Wowven
Purchase Order: R904838210
Study Number:  1334934-S01
Study Received Date: 25 Aug 2020
Testing Facility: Nelson Laboratones, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s). Standard Test Protocol (STP) Number. STP0004 Rev 18
Dewation(s): None

Summary: The BFE test is performed to detemmine the filtration efficiency of test articles by comparing
the bactenal control counts upstream of the test article to the bactenal counts downstream. A suspension
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test article at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 1.7 -3.0x 10° colony forming
units (CFU) with a mean particle size (MPS) of 3.0 £0.3 pm. The aerosols were drawn through a six-
stage, vable particle, Andersen sampler for collection. This test method complies with ASTM F2101-19
and EN 14683:2019, Annex B.

The Delta P test is performed to determine the breathability of test articles by measuning the differential
air pressure on either side of the test article using a manometer, at a constant flow rate. The Delta P test

complies with EN 14683:2019, Annex C and ASTM F2100-19.

All test method acceptance cnteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Test Side: Inside
BFE Test Area: ~40 cm®
BFE Flow Rate: 28.3 Liters per minute (L/min)
Delta P Flow Rate: 8 L/min
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 + 5°C for @ minimum of 4 hours
Test Article Dimensions:  ~175 mm x ~165 mm
Paositive Control Average: 2.0 x 10° CFU
Negative Monitor Count: <1 CFU

MPS: 3.0 pm
S,
e AEDIT
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ety TS Timh LA RATORY
Leah Tiberius electronically approved for 18 Sep 2020 16:53 (+00:00)
Study Director James Luskin Study Completion Date and Time
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: Study Number 1334934-S01
'<S ' NEISO“ Labs., Bacterial Filtration Efficiency (BFE)

A Sotera Health company and Differential Pressure (Delta P) Final Report

Results:
1 =099
2 999
3 =99 9°
4 =099
5 99 8

® There were no detected colonies on any of the Andersen sampler plates for this test article.

Test Article Number Delta P (mm HzO/cm™) Delta P (Pa/cm”)

1 52 50.6
2 52 50.5
3 54 526
4 53 515
5 48 475

The filtration efficiency percentages were calculated using the following equation:
C = Positive control average

% BFE = x 100 T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request
801-290-7500 | nelsonlabs.com |  sales@nelsonlabs.com ks FRTDI04-0001 Rev 22
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Microbial Cleanliness (Bioburden) of Medical Masks in EN14683
Proven that total bioburden of KV99 can comply with standard of EN14683 Type IIR (<6 cfu)

- Sponsor.
{' NEISOI‘] Labs,, Wing Wah Medicine Group Holdings Limited
A Sotera Health company 1/F Ching Chem%_l_:.“:éﬁ;?aéhmd';g

Kwal Chung, NT
HONG KONG

Microbial Cleanliness (Bioburden) of Medical Masks Final Report

Test Article: 4 Ply Disposable Medical Mask
Colour: White
Fiber Content: Curie Bichazard Filter + SS Non-Woven
Purchase Orderr RS904838210
Study Number.  1334930-501
Study Received Date: 25 Aug 2020
Testing Facility: MNelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s). Standard Test Protocal (STP) Number: STPO036 Rev 15
Customer Specification Sheet (CSS) Number. 202002096 Rev 01
Dewvation(s): None

Summary: The testing was conducted in accordance with EN 14683:2019, with the exception of
approximate wolumes of eluent used when performing the extraction procedure and a temperature range
of 30-35°C used for aerobic incubation.

When bioburden results are calculated using a software program, manual calculations may differ slightly
due to rounding. The counts determined on products are colony forming units and may not always reflect
individual microorganisms. The sponsor performs any statistical analysis and determines the acceptable
limits. Testing was performed in compliance with US FDA good manufacturing practice (GMP) regulations
21 CFR Parts 210, 211 and 820.

g,
SN

S
T

";'ﬁs}“ ACCREDITED
Yookl gt TESTimh LaS ROy
Robert Putnam electronically approved 24 Sep 2020 02:10 (+00:00)
Study Director Robert Putnam Study Completion Date and Time
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com ks FRTDOZE-0010 Rev 11
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: Study Number 1334930-S01
ﬁ' NElSOI‘I LabS, Microbial Cleanliness (Bioburden) of Medical Masks Final Report
A Sotera Health company

Results:
Unit Number Weight (g) Aerobic Fungal Bioburden Bioburden
CFU/mask CFU/g
1 43 <3 <3 <57 <13
2 43 6 <3 <89 <21
4 42 <3 =3 <58 =14
4 42 3 <3 <6.0 <14
5 42 <3 <3 <6.0 <14
Recowery Efficiency UTD?

< = No Organisms Detected

UTD = Unable to Detemmine

Note: The results are reported as colony forming units per test article.

* UTD due to zero count on the first inse. An altemative method or inoculated product recovery efficiency
is recommended.

Method Suitability -

Bacillus atrophaeus 0%

Test Method Acceptance Criteria: [f applicable, anaerobic controls are acceptable for the bioburden
test results. The number of masks to be tested shall be a minimum of 5 or more to meet an acceptable
quality level of 4% The bicburden of the medical mask shall be < 30 CFU/g tested.

Procedure:
Positive Controls/Monitors:  Bacillus atrophaeus
Extract Fluid: Peptone Tween®
Extract Fluid Volume: ~300 mL
Extract Method: Orbital Shaking for 15 minutes at 250 pm
Plating Method: Membrane Filtration
Agar Medium: Tryptic Soy Agar
Potato Dextrose Agar
Recovery Efficiency: Exhaustive Rinse Method
Aerobic Bactena: Plates were incubated 3-7 days at 30-35°C, then enumerated.
Fungal: Plates were incubated 5-7 days at 20-25°C, then enumerated.

801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com ks FRTDOEE-0010 Rev 11
Page 2 of 2



Synthetic Blood Penetration Pressure in ASTM F2101 / ASTM F1862 / EN14683
Proven that KV99 mask can effectively intercept fluid (160mmHg) from penetration, complying ASTM F2101
Level 3 and EN14683 Type IIR

, Sponsor:
ﬁ‘ NEISon Labs, Wing Wah Medicine Group Holdings Limited
A Sotera Health company Ll Ch??;‘ %(w:iug;r;aolr%ugﬂgg

Kwai Chung, NT

Synthetic Blood Penetration Resistance Final Report

Test Article: 4 Ply Disposable Medical Mask
Colour: White
Fiber Content: Curie Biohazard Filter + SS Non-VWoven
Purchase Order: R904838210
Study Number:  1334931-S01
Study Received Date: 25 Aug 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s). Standard Test Protocol (STP) Number: STP0012 Rev 09
Deviation(s). None

Summary: This procedure was performed to evaluate surgical facemasks and other types of protective
clothing materials designed to protect against fluid penetration. The purpose of this procedure is to
simulate an arterial spray and evaluate the effectiveness of the test article in protecting the user from
possible exposure to blood and other body fluids. The distance from the target area surface to the tip of
the cannula is 30.5 cm. A test volume of 2 mL of synthetic blood was employed using the targeting plate
method.

This test method was designed to comply with ASTM F1862 and ISO 22609 (as referenced in
EN 14683:2019 and AS4381:2015) with the following exception: ISO 22609 requires testing to be
performed in an environment with a temperature of 21 + 5°C and a relative humidity of 85 + 10%. Instead,
testing was performed at ambient conditions within one minute of removal from the environmental
chamber held at those parameters.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Number of Test Articles Tested: 32
Number of Test Articles Passed: 32
Test Side: Outside
Pre-Conditioning:  Minimum of 4 hours at 21 £ 5°C and 85 + 5% relative humidity (RH)
Test Conditions: 23.2°C and 22% RH

Results: Per ASTM F1862 and ISO 22609, an acceptable quality limit of 4.0% is met for a normal single
sampling plan when 229 of 32 test articles show passing results.

Test Pressure: 160 mmHg (21.3 kPa)

Test Article Number Synthetic Blood Penetration

1-32 None Seen
W,

=
T~ ACCHREDITED
- Z, &

AR TESTING LABORATONY

] I 17 sepeczo
Stugy Directo James W. Luskin Study Completion Date

1334931-S01
801-290-7500 | nelsonlabs.com | sales@neisonlabs.com

brd FRTD012-0002 Rev 13
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Sub-Micron Particulate Filtration Efficiency (0.1um PSL) in

ASTM F2101 / ASTM F2299 / EN14683

Proven that KV99 masks can effectively filter 0.1um sub-micron particulate (>99.8%), complying ASTM F2101 Level
3 and EN14683 Type IIR

ﬁ'- NEISOI'I Labs., Wing Wah Medicine Group Hddingssf?nq'istgg

A Sotera Health company 1/F Ching Chmng_;ﬂ;i?%h%ﬂgdiﬁ,
Kwai Chung, NT

Latex Particle Challenge Final Report

Test Article: 4 Ply Disposable Medical Mask
Colour: White
Fiber Content: Cune Biohazard Filter + SS Non-Wowen
Purchase Order. R904838210
Study Number:  1334932-S01
Study Received Date: 25 Aug 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 US A
Test Procedure(s): Standard Test Protocol (STP) Number: STP0005 Rev 08
Dewviation(s): None

Summary: This procedure was performed to evaluate the non-wable particle filtration efficiency (PFE) of
the test article. Monodispersed polystyrene latex spheres (PSL) were nebulized (atomized), dned, and
passed through the test article. The particles that passed through the test article were enumerated using
a laser particle counter.

A one-minute count was performed, with the test article in the system. A one-minute control count was
performed, without a test article in the system, before and after each test article. Control counts were
performed to determine the awerage number of particles delivered to the test arlicle. The filtration
efficiency was calculated using the number of particles penetrating the test article compared to the
awerage of the control values. During testing and controls, the air flow rate is maintained at 1 cubic foot
per minute (CFM) £ 5%.

The procedure employed the basic particle filtration method descrbed in ASTM F2299, with some
exceptions; notably the procedure incorporated a non-neutralized challenge. In real use, particles camy a
charge, thus this challenge represents a more natural state. The non-neutralized aerosol is also specified
in the FDA guidance document on surgical face masks. All test method acceptance cntena were met.
Testing was performed in compliance with US FDA good manufacturing practice (GMP) regulations 21
CFR Parts 210, 211 and 820.

Test Side:  Inside
Area Tested: 91.5 cm®
Particle Size: 0.1 pm
Laboratory Conditions: 21°C, 28% relative humidity (RH) at 1813; 21°C, 28% RH at 1911
Average Filtration Efficiency: 99 .86%
Standard Deviation: 0.038

Rl b L

i@‘;x._\-‘:://’;z
?z/f’lf/f—"_ﬂ_;\ﬁhq;; AGCGREBITED
LT R TEE Tl s R
Trang Truong electronically approved for 16 Sep 2020 22:26 (+00:00)
Study Director Curtis Gerow Study Completion Date and Time
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- Study Number 1334932-S01
ﬁ' NEISon Labs., Latex Particle Challenge Final Report

A Sotera Health company

Results:

1 9 10,448 99.914

2 17 11,356 99.85

2 2 12,202 99.82

4 19 12,264 99.85

i 13 12,067 99.89
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com of FRTO005-0001 Rew 7
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Standard for the Flammability of Clothing Textiles - US 16 CFR Part 1610
Proven that KV99 masks can comply with Class 1 - Normal Flammability

intertek

Total Quality. Assured.

.......................................................................................................

Issuing Laboratory: R
. . SN 7,
Intertek Testing Services Hong Kong Ltd. S—_~%
Hong Kong Accreditation Service (HKAS) has accredited this laboratory (Reg. No. HOKLAS 005) under Hong M
Kong Laboratory Accreditation Scheme (HOKLAS) for specific laboratory activities as listed in the HOKLAS 2 -
Directory of Accredited Laboratories, ?’//'\///_\§\§
)

Number: HKGT05148314

TEST REPORT

Applicant: WING WAH MEDICINE GROUP HOLDINGS LIMITED Date: Sep 28, 2020
1/F CHING CHEONG IND BLDG
1-7 KWAI CHEONG RD
KWAI CHUNG NT
HK

Attn: ANNIE AU

Sample Description As Declared :
No. Of Sample : Several
Buyer's Name $ua
Agent's Name HR
Manufacturer’s Name: -
Sample Description : 4 Ply Disposable Medical Mask
Colour : White
Style No. s
Order No. / PO No. : -
Product End Uses Y=

Fibre Content : Curie Biohazard Filter + SS Non-Woven
Fabric/GMT Weight : -
Ref. pi

Date Received/Date Test Started : Aug 18, 2020
Applicant’s Provided Care Instruction/Label :

For and on behalf of
Intertek Testing Services HK Ltd

w i)
WONG Sai Ming

Technical Supervisor II

AT IRV~ pege ors

Intertek Testing Services Hong Kong Limited 2/F, Garment Centre, Tel +852 2173 8888 m
576 Castle Peak Road, Fax +852 2786 1903
Kowtoon, Hong Kong SAR, China intertek.com.hk



intertek

Total Quality. Assured.

Issuing Laboratory: s,
. . N QJ/ 7,
Intertek Testing Services Hong Kong Ltd. S—"" "%
Hong Kong Accreditation Service (HKAS) has accredited this laboratory (Reg. No. HOKLAS (05) under Hong M
Kong Laboratory Accreditation Scheme (HOKLAS) for specific laboratory activities as listed in the HOKLAS S5 =—"W3
Directory of Accredited Laboratorics. PN
AN
amms Mws

Number: HKGT05148314

TEST REPORT
Tests Conducted (As Requested By The Applicant)

1 Flammability of 45 degree angle test (US 16 CFR Part 1610 - Standard for the Flammability of Clothing
Textiles):

Plain Surface [ ] Raised Surface

Prelim Plain Surface:
Length : IBE
Width : IBE
Burn Direction: & Length
O Width
Original
(seconds)
1. IBE
2 IBE
3: DNI
4. 1BE
5. DNI
6. -
7. =
8. =
9. -
10. =
Page 2 Of 3
Intertek Testing Services Hong Kong Limited  2/F, Garment Centre, Tel +852 2173 8888 m
576 Castie Peak Road, Fax +B52 2786 1903

Kowloon, Hong Kong SAR, China intertek.com.hk



iNtertek

Total Quality. Assured.

Issuing Laboratory: ‘\-‘\"|"l'7 ",
Intertek Testing Services Hong Kong Ltd. N
Hong Kong Accreditation Service (HKAS) has acceredited this laboratory (Reg. No. HOKLAS 005) under Hong
Kong Laboratory Accreditation Scheme (HOKLAS) for specific laboratory activities as listed in the HOKLAS
Directory of Accredited Laboratories.
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TEST
Number: HKGT05148314

\\\“\
l/" /

TEST REPORT
Tests Conducted (As Requested By The Applicant)
Flammability of 45 degree angle test (Cont'd)

Classification: E  Class 1, Normal Flammability
0 Class 2, Intermediate Flammability, Raised Surface
O Class 3, Rapid And Intense Burning,

Explanation Of Flammability Results:

DNI Did not ignite.
IBE Ignited but extinguished.
. SEC, Actual burn time measured and recorded by the timing device.
SF uc Surface flash, under the stop thread, but does not break the stop thread.
SF pw Surface flash, part way. No time shown because the surface flash did not reach the stop thread.
SF poi Surface flash, at point of impingement only(equivalent to "Did not ignite” for plain surfaces).
_ SFonly Time in seconds, surface flash only. No damage to the base fabric.
_ SFBB Time in seconds, surface flash base burn starting at places other than the point of impingement as a result of
surface flash
_._ SFBB poi Time in seconds, surface flash base burn starting at the point of impingement.
_._ SFBB poi* Time in seconds, surface flash base burn possibly starting at the point of impingement. The asterisk is

accompanied by the following statement : "Unable to make absolute determination as to source of base burns.”
This statement is added to the result of any specimen if there is a question as to origin of the base burn.

End of Report

Mmamofmnmwmamwnwmwwsmﬂwmkﬂm the decision nie shall be applied). For detalls, please refer to the latest version of Intertek’s "Decision
5 Dttps:intertekhk, ard. by/decision-ndes-infp, IF decision nie already inhered in the requested specification or standard, Intertek’s
er&mkm’lnfomm lsmtwﬁ‘able

This report is for the exclusive use of Intevtek’s Chent and is provided t fo the Iy Intertek and its Chent. Intertek’s responsibility and labiity are limited to and sutyect to
mmmrmmcmsMranumxwm mm:mmmm:{ Inw.wummlimrytomymfy ather than (o the Clent in accordance with
the agreement, for any koss, exp d by the use of this report. bie for alf provided in the reports, except when information is provided
meammmmwmmwmmmammmmmmMmmmmryafm

The observations and test results i this repart are relevant (o the sampleys) tested and submittexs by client, The repont & not mtended (o be a for any particuar cowrse of
action, you are responsitve for acting as you see fit on the basis of the report results. This repart does not discharge or redease you from your legal obigations and duties to any other person.
Only the Client is authorized to pevmit copying or distnibxtion of this réport and the report shall no¥ be reproduced except in A, Any use of the Intertek name or one of its marks for the sale or
advertisement of the tested material, product or service must first be approved in writing by Intertek. This report by itself does not imply that the matenisl, product, or service Is or has ever been
under an Intertek certification program.
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Determination of Antiviral Activity of Textile Products BS ISO 18184
Proven that Curie technology can effectively kill COVID-19 Coronavirus SARS-CoV-2 (>99.81%)

Report No: ATCCR20081010F

Test Report

Sample Category Curie Ultrahigh-Efficiency Viral Filter for KV-99

Client Curie Limited
Test Category Test Entrust
Date of Report 2020.08.18

TEFEESHFNLPOERLHE

Analytical and Testing Center of Capital Regions




Report No: ATCCR20081010F

Detection Information

Client Curie Limited Sample Source Inspect
. Room C,23/F,Tsuen Tung Factory Building,38-40
Client add Sample Stat Normal
samoe Chai Wan KOK Street, Tsuen Wan,Hong Kong amp 2 o
Date of Receives samples 2020.08.10 Date(s) of tests |2020.08.10-2020.08.18
Sample No ATCCR20081010F-0810CP01 )
Category Test Project Test Standard and Method Test Instruments
Curie s s : . P
. : Antiviral Activity Value| ISO 18184:2019 Textiles Determination of Biosafety Cabinet
Ultrahigh-Efficiency (COVID-19) antiviral 4
Viral Filter for KV-99
End
»

710944

Remarks

Sample batch: 1001

Production units: Curie Limited
Date of production: 2020.06.09
Sample model: Curie Ultrahigh-Efficiency Viral Filter for KV-99

Trademarks: Curie

Report Reviewer:

Report Preparer: 'i’ %

At
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Report No: ATCCR20081010F

Test results
Virus Types (NO) lg(Vaon) (1gTCIDso/mL) lg(Vban) (1gTCIDso/mL) | lg(Vean) (1gTCIDso/mL)
1 6.73 6.68 3.7
COVID-19 virus
MDCK: el 2 6.68 6.56 4
3 6.7 6.57 3.9
Average Value of
lgTCIDso/mL 6.70 6.61 3.88
Antiviral Activity Value 2.72
Antiviral Activity Rate (%) 99.81

End

B2, H2mW



Beijing Shantong Medical
Testing Laboratory

Declaration of Test Results

Beijing Shantong Medical Testing Lab "BSMTL"
hereby declares that the test item described below
has been tested by BSMTL and complies with the

requirements of

ISO 18184: 2019 Textile Determination of Antiviral

The complete detail of the tests performed and the
results are recorded in
Report No: ATCCR20081010F Dated: 18. 08.2020

Description of item tested: Curie Ultrahigh-Efficiency Viral Filter for K V-99
Virus Tested: SARS-COV-2/COVID-19 MDCK Cells

Summary of test results -

Antiviral Activity Value: 2.72
Antiviral Activity Rate: 99.81%

Submitted by: Curie Limited
Room C, 23/F, Tsuen Tung Factory
Building,38-40 Chai Wan Kok Street,
Tsuen Wan, Hong Kong SAR

Declaration authorised by:

Name: ii_, ZéD_l’_%# [
ite: \FRTARA {2 54 fe}

al

Date: 02/09/2020

Attention Is drawn to the conditions upon which this declaration 2. This Declaration applied only to the particular sample tested
is issued, namely: 3 and to the specific lests carried out as detailed in the Report
referred to above.

1. This declaration does not indicate provide or imply any
measure of Approval, Certification, Supervision, Control or 3. The general and specific conditions of the BSMTL
Surveillance by BSMTL to this or any related product. Conditions of Contract for Testing, apply in all respects.

Beijing Shantong Medical Testing Laboratory Co. Ltd., Fangshan, Beijing, China

Page 1 of 1



SR 4 ’1(x$ By f"a\"l‘ﬁ"

FE-HEEAKS
91110111MAO1 ASKK4D

@ #) -

I M EE e
R I B H 2ossE0i 4R
= ol HA BR 2018901 H2MA E 2048901 H23H
1k L3 R T o HiL#11SE%s
£ K Gpeussenassis

Egﬁw R AL

il 23 E SRS, )

S A T 3 BT PpHov g gov.em I E 3 TR R ey ) Eﬁﬂﬁﬁ‘ﬁeﬁmﬂ



TPIREPT

i
i

S R S S R R R S SRR RS

Y
Y

i "ﬂ!‘!’ Bs AL

EEREA(SHAEA) gu KPS

U e mismn

Eﬁﬂ’:ﬁh .

et

ig ﬁ ﬂ_ ﬁ EF¥HEE; mHReE. mFEE;
I FRERAE 53 i 5 2 T alloororrek g 007913110111417919

HRMM g o%p 7)) QpF 224 12 Nf
ZEFNASKETIC, ETRL

T
-

RN 1tmmi%ui['z;;§ma§a§

e

vamat

GiEEM 2019 4 8J1  14H

04,!3- i;,il‘*§1A*“*“‘A;+‘,,.,y;g;q;s;agkhAlétA)ls‘#leﬁhkkﬁﬁik‘?§h&~hﬁ~iw‘wl-ﬁ

e, J1000210464502 % S: 1000— 03577720

A, A lE R R R A AR BEFREH, EF

FALBERFREKA.

T 2ol AT Rt A WA R LR LS

M B 321580100100032556




EET DA RRZ RS

AbxSili PR e D12 % IRl
# DX EBEE 11 SR L
JFgeRr R e AR s A% Ry il

BRE. #HE. $6K. BUR. XK. AXK. =
EIARESE, SHFRE, TEETC, TEFHE FE
., 448%E LA

REAEFEZRER. LETERERESER. it
KHELRBTER. LXFHRERABEER. LXH
FRas#T ., LERARTEEL S LB RMFC. X
TALRFEELAER. LELEENER. LR ERE
vE¥RBH | EE2AEs R R 2 HE ¥
BEBES 1 ZRMNE CLTEE 1L ZRMNE) £
WARFEREEMANE FiE, S4EFTHEN, &F
%, ARAXERALWT.

—. AE 1 ZLANHFREFLIRAEEREINT
fe.

SN REANHEREEEER AT AT HRFY
ARFEFERBN, £HELHP. AYHALEREE LA




ALH TR R LR = R LR EEH R R ME

Bl PR =45 (2020] #0435

JE OB R S S A

TR AL T20204706 H 27 H 323 04 5 908 S5 ik 2 40y s 55
R i B EMAR TR

L@ ClEntmim s e e R = R SRR BEHERR) |

2.8 SEU =S B AT AT vk N\ BHASAT B 5

3.8 LR RO A e S S AR A

4.8 LW AR T

ZAPREE, UHBIEMETT S, 6 ot s

ﬂf@@ﬁ?*D‘%i)

\s, ~ 2020408H7F
o X - y
SE: A S TE T AR SEI % I SCIE B AR s wode ) Fh HE K
oo WWIRIPALE SIS, MR (R ARICRIEAEIEEY) « ORISR

SR AT TRAH]) T NI S () SO0 A8 SR 5 S R SE B 3 ) 2
WZEHMEHINE) SHOGEREMNE, NBHELREE, M s,

AESUT DA 2R b1 il



Sub-Micron Particulate Filtration Efficiency (0.1um PSL) in

ASTM F2101 / ASTM F2299 / EN14683

Proven that KV99 masks can effectively filter 0.1pm sub-micron particulate (>99%), complying ASTM F2101 Level 3
and EN14683 Type IIR

Air Exchange Pressure in ASTM F2101 / EN14683

Proven that air exchange pressure of KV99 masks can comply with standards of ASTM F2101 Level 3 and EN14683
Type lIR

'I_I"R IR A ESEIRSTIZNRT

Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Aug.31,2020 Date of Receipt: Aug.24,2020

Report No.: % Quantity: lipc Page Ordvr/Pugos(:lﬂ Ref. No.: NIL
Report Title: Curie Limited(U3104) — Mask
A(ldruss:No' 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test  Items Test Results | Test Methods
Sub-Micron Particulate | 1 99.49 | ASTM F2100-2019 9.3 |
Filtration Efficiency(%) |2 99.45 | ASTM F2299-2017 |
(0.1xm PSL) 13 99.46 | Flow rate:28.1
| 4 99,48 | (Liter/min) j
| 5 99,48 | |
| Ave. 99.47 , |
Air Exchange Pressure | 5.3 | ASTM F2100-2019 9.2 |
(maH20/ cii ) l 2 5.3 | EN 14683:2019 Annex C |
1 4.9 g ‘
| 4 54 J |
|s 5.3 f |
Flammability DNI | ASTM F2100-2019 9.5
(as Received) { CPSC 16 CFR 1610-2008

Note: 1mmH20=9.8Pa.
Note: Air Exchange Pressure takes 5 pieces for testing.
Note: Flammability takes 20 samples for testing.
Note: "DNI":Did Not Ignite.
Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuen Wan. NT Hong Kong

Note: The test report is.the test resylt
y lﬁ 't ha?? L

1ssued by the testing institution as requested
e consignor, il s not ?heylegll gf é q

S 18
gtermine 1macy the product.

sample(s), which will be kept for one month period. Taiwan Textile Research Institute

Note: 1.This report is only responsible for the submitted Authorized by president of ‘Iu; - L“‘& ho

2.This report cannot be reproduced in any way, except in D.’.r(.‘.ll.‘ Testing and
Certification

full context, without the prior approval in writing of
Department of Testing and Certification, Taiwan Textile Research Institute
No.6, Chengtian Rd., Tucheng Dist., New Taipei City 23674, Taiwan (R.0.C.)
3. The test report ghould not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110

Fax: +886-2-22675108 , +886-2-22689839

this Department of Testing and Certification.

and commercial promotion.




'I_I'R RIEEA M ESEIRSTZTRT

Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Aug.31,2020 Date of Receipt: Aug.24,2020

Report No.: Mlenht\ I—PCPugc Order/Pages: (P1/5) = __Ref. No.: NIL
Report Title: Curie Limited(U3104) gt Mask
Addves No 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test Items Test Results Test Methods
Air Exchange Pressure |1 50.7 EN 14683:2019 Annex C
(Palcmi) 2 49.1
3 49.7
4 51.3
5 48.8

Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuen Wan. NT Hong Kong

Note: ghe lglest report is.the t ? t res issued by the lestmg in titutéon as requested
y the consignor, 1t shall not er mine the legitimacy of the produ
Note: 1,This report is only responsible for the submitted Authorized by president of " !w k“‘ ho
sample(s), which will be kept for one month period. Taiwan Textile Research Institute
2.This report cannot be reproduced in any way, except in D.,.n-..‘d Testing and

full context, without the prior approval in writing of
this Department of Testing and Certification.

3.The test report should not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110
Fax : +886-2-22675108 , +886-2-22689839

and commerial promotion.

Department of Testing and Certification, Taiwan Textile Research Institute
No.6, Chengtian Rd,, Tucheng Dist., New Taipei City 23674, Taiwan (R.0.C,)




Synthetic Blood Penetration Pressure in ASTM F2101 / ASTM F1862 / EN14683
Proven that KV99 mask can effectively intercept fluid (160mmHg) from penetration, complying ASTM F2101 Level 3
and EN14683 Type IIR

T'I"RI RAEE ARt E SRS AITAT

Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Aug.07,2020 Date of Receipt: Jul.27,2020

Report N(J.:MQuumityzl—PCPngc Ordcr/Puges(.PyS) Ref. No.: NIL
Report Title: Curie Limited(U3104) — Mask
Acld;x-ss:No' 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test  Items Test Results Test Methods
Synthetic Blood Penetration 1 None Seen ASTM F2100-2019 9.4
Pressure:160 mmllg 2 None Seen ASTM F1862-2017
3 None Seen
4 None Seen
5 None Seen
6 None Seen
7 None Seen
8 None Seen
9 None Seen
10 None Seen
11 None Seen
12 None Seen
13 None Seen
14 None Seen
15 None Seen
16 None Seen

Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuen Wan. NT Hong Kong

Note: The test report is.the, test resylts issued by the testing.institution as requested
gl; tfge cons?gnor, it shaﬁ not determine theylegltlmacy gf the proc’iuct. q

Note: 1.Thie report is only responsible for the submitted Authorized by president of . !u; - k“‘ ho
sample(g), which will be kept for one month period Taiwan Textile Research Institute
DT : : Director,
2.This report cannot be reproduced in any way, except in Department of Testing and

full context, without the prior approval in writing of
Department of Testing and Certification, Tarwan Textile Research Institute
No.6, Chengtian Rd., Tucheng Dist., New Taipe: City 23674, Taiwan (R.0.C.)
3. The test report should not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110

Fax: +886-2-22675108 , +886-2-22689839

this Department of Testing and Certification.

and commercial promotion.
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Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Aug.31,2020 Date of Receipt: Aug.24,2020

Report No.: [FE9H59) Quantity: IIC page Order/PagedT2/5) _Ref. No.: NIL
Report Title: Curie Limited(U3104) o Mask
A No. 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test Items Test Results Test Methods
Synthetic Blood Penetration 1 None Seen EN 14683:2019
Pressure:120 mmlg (16.0 kPa) 2 None Seen 1S0 22609:2004
3 None Seen
4 None Seen
5 None Seen
6 None Seen
7 penetration
8 None Seen
9 None Seen
10 None Seen
11 None Seen
12 None Seen
13 None Seen
14 None Seen
15 None Seen
16 None Seen

Note: Sample description i1s given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuen Wan. NT Hong Kong

Note: The test report is.the, test resylts issued by, the testing_institution as requested
g? tﬁe consln)gnor, it shaﬁ not determine theylegltlmacy gf tﬁe proéuct. 1

Note: 1.This report is only responsible for the submitted Authorized by president of o !w - k“‘ ho
sample(g), which will be kept for one month period Taiwan Textile Research Institute
4 : L ; Director,
2. This report cannot be reproduced in any way, except in Department of Testing and
Certification

full context, without the prior approval in writing of
Department of Testing and Certification, Taiwan Textile Research Institute
No.6, Chengtian Rd., Tucheng Dist., New Taipei City 23674, Taiwan (R.0.C.)
3. The test report should not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110

Fax : +886-2-22675108 , +886-2-22689839

this Department of Testing and Certification.

and commercial promotion.




"ITR' AAIEEAMD I E AR SHZEET
Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Allg s 31 .2020 Date of Recelpt. Aug - 24 s 2020

Report Nu.:@ﬂ&@)m{ndty; e Page Ordcr/Pages(.PBIS) Ref. No.: NIL
Report Title: Curie Limited(U3104) il Mask
Address:No' 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test Items Test Results Test Methods
Synthetic Blood Penetration 17 None Seen EN 14683:2019
Pressure:120 mmlg (16.0 kPa) 18 None Seen IS0 22609:2004
19 None Seen
20 None Seen
21 None Seen
22 None Seen
23 None Seen -
24 None Seen
25 None Seen
26 None Seen
27 None Seen
28 None Seen
29 None Seen
30 None Seen
31 None Seen
32 None Seen

Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuen Wan. NT Hong Kong

Note: The test report is.the test resylts issued by the testing_institution as requested
giyl tl!ne consll)gnor, it sha i not determine thcylegltlmacy gf the proéuct. g

Note: 1.This report is only responsible for the submitted Authorized by president of J;ﬂ - k“‘ ho
sample(g), which will be kept for one month period, Taiwan Textile Research Institute
p . " " Director,
2.This report cannot be reproduced in any way, except in Department of Testing and
Certification

full context, without the prior approval in writing of
Department of Testing and Certification, Taiwan Textile Research Institute
No.6, Chengtian Rd., Tucheng Dist., New Taipei City 23674, Taiwan (R.0,C.)
3.The test report should not be used for public advertisement Tel : +886-2-22670321 ext, 7107, 7110

Fax: +886-2-22675108 , +886-2-22689839

this Department of Testing and Certification.

and commercial promotion.
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2z I - I " B &
R Taiwan Textile Research Institute

TEST REPORT TUCHENG

Date: Aug.07,2020  Date of Receipt: Jul.27,2020

s(PSIS) Ref. No.: NIL

Report No.: M Quantity: ;PC Page Order/Pages:
Report Title: Curie Limited(U3104) o Mask
Addsan No. 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test Items Test Results Test Methods
Synthetic Blood Penetration 17 None Seen ASTM F2100-2019 9.4
Pressure:160 mmilg 18 None Seen ASTM F1862-2017
19 None Seen
20 None Seen
21 None Seen
22 None Seen
23 None Seen
24 None Seen
25 None Seen
26 None Seen
27 None Seen
28 None Seen
29 None Seen
30 None Seen
31 None Seen
32 None Seen

Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuen Wan. NT Hong Kong

Note: The test report is.the, test resylts issued by, the testing.institution as requested
y tl[1e consllxg)nor, it shaﬁ not determine theylegltlmacy gf the progluct. 4

Note: 1,This report is only responsible for the submitted Authorized by president of " !u" e L“‘ ho
sample(g), which will be kept for one month period. Taiwan Textile Research Institute
4 . " p Director,
2.This report cannot be reproduced in any way, except in Department of Testing and
Certification

full context, without the prior approval in writing of
Department of Testing and Certification, Taiwan Textile Research Institute
No.6, Chengtian Rd., Tucheng Dist., New Taipei City 23674, Taiwan (R.0.C.)
3.The test report should not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110

Fax : +886-2-22675108 , +386-2-22689839

this Department of Testing and Certification.

and commercial promotion.
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Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Aug.31,2020 Date of Receipt: _Aug.24,2020

Report Nu.:%Quamity: LC Page Order/Puges(.PMS) Ref. No.: NIL

Report Title: Curie Limited(U3104) e Mask

Addmss:No‘ 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test  Items Test Results Test Methods
Bacterial Filtration 1 99.9 ASTM F2100-2019 9.1
Efficiency (BFE)(%) 2 99.9 ASTM F2101-2019
Staphylococcus aureus 3 > 99.9
ATCC 6538 4 99.9

5 99.9

Note: Control average: 2640 CFU.
Note: Mean particle size: 2.8 um.
Note: Testing side: outside of specimen.
Note: Testing area: 39.5 cmi.
Note: Flow rate : 28.3 L/min.
Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuén Wan. NT Hong Kong

Note: st 1$.th t 1SsU sting .1 ituti S st
e e L or S OORom 1 ISR T T Ll e aidBa ThELIel TSsiimg instisugion as requested

Note: 1.This report is only responsible for the submitted Authorized by president of . !u; - k“‘ ho
sample(s), which will be kept for one month period, Taiwan Textile Research Institute
p 4 A 5 Director,
2.This report cannot be reproduced in any way, except in Department of Testing and
Certification

full context, without the prior approval in writing of

S VA 2 i g Department of Testing and Certification, Taiwan Textile Research Institute
Ve Tepmtmns oL Tonting sl Canifiotion. No.6, Chengtian Rd., Tucheng Dist., New Taipei City 23674, Taiwan (R.0.C.)

3.The test report should not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110

Fax : +886-2-22675108 , +886-2-22689839

and commervial promotion.
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Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Aug.31,2020 Date of Receipt: Aug.24,2020

Report No.: TMQuumity: C Page Ordcr/Pugcs(.PMS) Ref. No.: NIL
Report Title: Curie Limited(U3104) — Mask
Al No. 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test Items Test Results Test Methods
Bacterial Filtration 1 > 99.9 EN 14683:2019 Annex B
Efficiency (BFE)(%) 2 99.9
Staphylococcus aureus 3 99.9
ATCC 6538 4 > 99.9
5 99.9

Note: Control average: 2640 CFU.
Note: Mean particle size: 2.8 um.
Note: Testing side: outside of specimen.
Note: Testing area: 39.5 cmi.
Note: Flow rate : 28.3 L/min.
Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsugn Wan. NT Hong Kong

Note: Jhe festofsPghort s P5ndT ol oBbLEckAEethbY 5 SHRL B AL SRBIgR s reqvested

Note: 1,This report is only responsible for the submitted Authorized by president of . !w k“‘ ho
sample(s), which will be kept for one month period, Taiwan Textile Research Instimw
2.This report cannot be reproduced in any way, except in D.,.ml of Testing and
Certification

full context, without the prior approval in writing of
Department of Testing and Certification, Taiwan Textile Research Institute
No.6, Chengtian Rd., Tucheng Dist., New Taipei City 23674, Taiwan (R.0.C.)
3. The test report should not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110

Fax : +886-2-22675108 , +886-2-22689839

this Department of Testing and Certification,

and commeraial promotion.
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Taiwan Textile Research Institute

TEST REPORT TUCHENG
Date: Aug.07,2020 Date of Receipt: Jul.27,2020

Report No.: w Quantity: ;PC Page Order/Pnges(.l.Jﬂ Ref. No.: NIL
Report Title: Curie Limited(U3104) oy Mask
Addl‘ess:No' 108, Ganhe Rd., Xitun Dist., Taichung City 407, Taiwan
Test Items Test Results Test Methods
Microbial cleanliness |1 13.7 EN 14683:2019
(cfu/g) 2 10.6 EN IS0 11737-1:2018
3 4.4
4 10.1
5 11.0

Note: Sample description is given by the client: Brandname: Curie
Model: Curie KV99 Face Mask
Hong Kong address: Unit C, 23F, Tsun Tung Factory Bldg 38-40
Chai Wan Kok St, Tsuen Wan. NT Hong Kong

Note: The test report is.the test resylts issued by the testing institution as requested
glsl' tllle consll)gnor, 1t shaﬁ not determine ?heylegltlmacy gf the proéuct. a

Note: 1.This report is only responsible for the submitted Authorized by president of . !“l‘ - k“‘ ho
sample(s), which will be kept for one month period. Taiwan Textile Research Institute
¥ 3 % X Director,
2.This report cannot be reproduced in any way, except in Department of Testing and
Certification

full context, without the prior approval in writing of
Department of Testing and Certification, Taiwan Textile Research Institute
No.6, Chengtian Rd., Tucheng Dist., New Taipei City 23674, Taiwan (R.0.C.)
3. The test report should not be used for public advertisement Tel : +886-2-22670321 ext. 7107, 7110

Fax : +886-2-22675108 , +886-2-22689839

this Department of Testing and Certification.

and commercial promotion.




Bacterial Filtration Efficiency (BFE) in ASTM F2101
Proven that Curie technology can effectively filter bacteria (>99%)

% uHAE

THE OPEN UNIVERSITY
OF HONG KONG

Government established + Diversified and innovative

@58 )b W R i

TEST REPORT
Applicant: Curie Limited Report number: IRITS202005150001
Room C, 23/F,
Tsuen Tung Factory Building, Date: 15 May 2020
38-40 Chai Wan Kok Street,
Tsuen Wan,
New Territories,
Hong Kong
Attn.: Aldrin Or
Sample Description as Declared:
No. of Sample: TWO (2) pieces of received material in zipper bag packaging
Sample Description: Curie Ultrahigh- Efficiency Viral Filter
Colour: White
Date Received: 8 May 2020
Testing Period: 9 - 14 May 2020

Tests Conducted: As requested by the Applicant, with the details as follow:

Testing Summary: The sample being tested was conditioned for a minimum of 4 hour at 21 £
5 “C and relative humidity of 65 + 5 %. The bacterial filtration efficiency (BFE) test was
performed by applying a spray of challenge bacterium Staphylococcus aureus in peptone
water (approximately 2,200 colony forming units per spray) using a trigger sprayer. The
sprayed aerosol was then drawn through the material being tested following by a tryptic soy
agar plate under vacuum (flow rate: 100 Litres per minute). Number of Staphylococcus aureus
colonies formed on the tryptic soy agar plate were counted after incubated at 37 + 2 °C for 48
+ 4 hr. The BFE test procedure was modified from ASTM F2101: 2019.

For and on behalf of
Institute for Research in Innovative Technology & Sustainability
The Open University of Hong Kong

.

Dr. Eric Tung-po Sze
Director

EFERAXE (852)2711 2100 W¥ & XK : infolouhk edu.hk

2]

{0 Man Tin, Kowloon, Hong Kong  Tel : (852)27 2100 Email  infof@oubk.edu.hk
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THE OPEN UNIVERSITY
OF HONG KONG
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Government established - Diversified and innovative

Report number: IRITS202005150001

Date: 15 May 2020

Results:

Test Sample Number

est S :a";‘,!T:L:T NUmMbEr sBacterium Colonies Formed

#1 ‘ N.D.?
#2 N.D.?
Negative Control N.D.?

3 None Detected (N.D.) - There were no detected bacterium colony of Staphylococcus aureus
found.

Sample Photo:

<End of Test Report>



Standard Guide for Accelerated Ageing of Sterile Barrier Systems for Medical Devices in ASTM F1980-16
Bacterial Filtration Efficiency (BFE) in ASTM F2101

Proven that Curie technology can effectively filter bacteria (>99%), after conditioning KV99 masks in 120°C for 48
hours, to simulate storing in room temperature for 5 years

’ "
Aoy as
THE OPEN UNIVERSITY
OF HONG KONG

F 6 58 B¢ School of Science and Technology

TEST REPORT
Applicant: Curie Limited Report number: IRITS2020007030001
Room C, 23/F,
Tsuen Tung Factory Building, Date: 3 July 2020
38-40 Chai Wan Kok Street,
Tsuen Wan,
New Territories,
Hong Kong
Attn.: Aldrin Or
Sample Description as Declared:
No. of Sample: TWO (2) pieces of composite material for face mask in zipper bag
packaging
Curie KV99
Colour: White
Date Received: 15 June 2020
Testing Period: 16 — 24 June 2020
Tests Conducted: As requested by the Applicant, with the details as follow:

Testing Summary: The sample(s) were conditioned at an acceleration temperature of 120 °C
for 48 hours, followed by pre-conditioning at a minimum of 4 hour at 21 £ 5 'C and relative
humidity of 65 + 5 %. Bacterial filtration efficiency (BFE) test was then performed by spraying
the samples with an aerosol of challenge bacterium Staphylococcus aureus in peptone water
using a nebulizer. The aerosol was then drawn through the samples following by a tryptic soy
agar plate under vacuum (flow rate: 100 Litres per minute). Number of Staphylococcus aureus
colonies formed on the tryptic soy agar plate were counted after incubated at 37 + 2 'C for 48
+ 4 hr. The BFE test procedure was modified from ASTM F2101: 20189.

For and on behalf of
Institute for Research in Innovative Technology & Sustainability
The Open University of Hong Kong

IIl I. : ( —
(f el A —

Dr. Eric Tung-po Sze
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THE OPEN UNIVERSITY
OF HONG KONG

£l £& B Bt School of Science and Technology

Report number: IRITS2020007030001

Date: 3 July 2020

Results:

Test Sample Number  Bacterium Colonies Formed Bacterial Filtration Efficiency
#1 | N.D.? ‘ >99 %
#2 _ N.D.2 . >99 %
Negative Control N.D.? N/AP

2 None Detected (N.D.) — There were no detected bacterium colony of Staphylococcus aureus
found
®N/A - Not Applicable

Remark: The time and temperature selected for the acceleration conditioning were based on
ASTM Standard F1980-16 Appendix X1. Accelerated aging of polymers, which are equivalent

to five year of room-temperature (20 'C) aging, with an aging factor Qo = 2.0.

Sample Photos:

<End of Test Report>



Determination of Antibacterial Activity of Textile Products BS EN I1SO 20743
Proven that Curie technology can effectively kill bacteria (>99%) - In less than 60 seconds.

e N

THE OPEN UNIVERSITY
OF HONG KONG

O

Ff £ £8 Ec School of Science and Technology

TEST REPORT
Applicant: Curie Limited Report number: IRITS2020007130001R1
Room C, 23/F,
Tsuen Tung Factory Building, Date: 23 July 2020
38-40 Chai Wan Kok Street,
Tsuen Wan,
New Territories,
Hong Kong
Attn.: Aldrin Or
Sample Description as Declared:
No. of Sample: ONE (1) piece of textile material in zipper bag packaging said to be RT-
2007-T0430-DC020
Colour: White
Date Received: 21 May 2020
Testing Period: 2—-10 July 2020

Tests Conducted: As requested by the Applicant to determine the antibacterial activity of
the sample with reference to BS EN ISO 20743: 2013 Clause 8.2 Transfer
method, with the following deviation:

e Shake-out the bacteria from specimens using peptone water
instead of neutralizing solution.

For and on behalf of
Institute for Research in Innovative Technology & Sustainability
The Open University of Hong Kong

/ i) / )
Ef Ll A/ \&Jj_/)

Dr. Eric Tung-po Sze
Director
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THE OPEN UNIVERSITY
OF HONG KONG

£} 1% £2 B School of Science and Technology

Report number: IRITS2020007130001R1

Date: 23 July 2020

Results:
Specimen Conditions Number of bacteria®
(CFU per specimen)
#1 ~ Shake-out before incubation 0
#2 Shake-out after incubation 0

21 millilitre of an inoculum of Staphylococcus aureus with concentration of 1 x 10° CFU/ml to
3 x 10° CFU/ml was applied onto an agar plate in the transfer method, where each specimen
was set on the agar surface and weigh down with a 200 g stainless-steel cylinder for 60 s + 5
s to transfer the microbial content. Incubation Measurement of the number of bacteria
colonies was conducted in accordance with the plate count method specified in Annex C of
BS EN ISO 20743:2013.

Opinion(s) and Interpretation(s): Based on the results obtained above, the specimens
demonstrated effective antibacterial property to kill bacteria during transfer phase of the
experiment.

Note: This Report replaces Report number IRITS2020007130001, which has been obsoleted.

<End of Test Report>



Determination of Antiviral Activity of Textile Products BS ISO 18184
Proven that Curie technology can effectively kill Influenza A Virus Subtype H3N2 (>99.99%)
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Gmicro Testing AN CNAS L1747
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GUANGDONG DETECTION CENTER OF MICROBIOLOGY

REPORT FOR ANALYSIS

Report Ne. 2020FM20686RO1E

Name of Sample Curie Ultrahigh-Efficiency Viral Filter for KV-99
Applicant Shenzhen Qianhai e-Cycle Trading Co_,Ltd.
Test Type Entrustment Test

Address: Building 66, No.100 Central Xian Lie Road, Guangzhou, China
Postcode: 510070

Tel: +86 20 87137666

Fax : +86 20 87137668

Website : www.gddcm.com

Page 1 of 4
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GUANGDONG DETECTION CENTER OF MlGROBIOLOGY

Report Ne.:2020FM20

REPORT FOR ANALYSIS
686ROIE Verification Code: 03658924

Name of Sample Curie L'lﬁﬁl;xff%f%mggq Viral Test Type Entrustment Test
3 : : 2/F,Building B2, Ymuan lndustnal
- Shenzhen Qianhaj e-Cycle Tradin, Area, Xixiang Street,
Applicant Q Co..Ltd. > e Address District, Shenzhen G uangd%ng,
China
Sample Source Subnﬁne%osh];eﬁ%ng by the Sample Quantity 260cm*2m
Spec and Lot Ne 40g:1001 State an'd ; Flaky
of Sample : Characteristic
Sampl; Rteceived 2020-07-15 Test C?];n:fletion 2020-07-28
ate ate
Test Standard and ISO 18184: 2014 (E)
Method
Ttem Tested Antiviral activity test

Test Conclusion

The test data of the sample(s) 1s attached to the page(s) of this report.

Issue Date: 2020-08-13
(Official Seal)

Remarks

1 Manufacturer: Curie Limited. (provided by the applicant)
2 Trademark: Curie: The date of production: 2020-06-01. (provided by the applicant)

Editor: C%njlﬂ%w& erifier: ’/ };/m Approver: )(Z& )[WLM

Page 2 of 4
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GUANGDONG DETECTION CENTER OF MICROBIOLOGY
ANALYS|IS AND TEST RESULT
Report Ne.: 2020FM20686R0O1E
The logarithm of : :
; : c?gag . The logarithm of The logarithm of
infectivity titre value ) ol . o R
: SN mfectivity titre value mnfectivity titre value
i immediate after i : y
Virus and host cell No. : : after 2h contacting with after 2h contacting
inoculation of the g 2 3
A i the reference specimen with the test specimen
reference specimen
1sTCIDsy/ bottl 1gTCIDsy/ bottl
(1gTCIDsy/bottle ) (etClie/boitd) (eiCi/ bottl)
1 7.05 6.50 2.10
H3N2
Influenza A virus 2 6.97 6.63 230
Host cell: MDCK
3 7.10 6.59 230
1gTCIDsy/ bottl
EISIarbollic 7.04 6.57 233
Average
Logarithm of antiviral activity 434
Antiviral activity rate (%) 99.99
(Blank below)

Page 3 of 4
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Notice Items

The Test report 1s invalid 1f not affixed with Authorized Stamp of Test and Paging Seal.

The Test report 1s mnvalid without signature of verifier and approver.

The Test report 1s mvalid if being supplemented. deleted or altered.

Without prior written permission, the report cannot be reproduced, except 1n full.

Unless otherwise stated, the results shown in this test report refer only to the sample(s)
submutted.

Any dispute of the report must be raised to the testing body within 15 days after the report 1s
received, exceeding which the dispute will not be accepted.

For the tested sample(s) submuitted by the applicant, the sample information in the test report

1s provided by the applicant and the laboratory 1s not responsible for its authenticity.

Page 4 of 4
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Determination of alkylphenols (AP) of Textile Products EN ISO 21084:2019

Proven that Alkylphenols (AP) is not detected from Curie technology

Detection and Determination of Alkylphenol Ethoxylates (APEO) of Textile Products EN ISO 18254:2016
Proven that Alkylphenol Ethoxylates (APEO) is not detected from Curie technology

Technical Report: (5220)210-0555

August 5, 2020
Page 3 of 8
TEST RESULT
Alkviphenols (AP) Content Test
Test Method I :  For Textile & Leather:
EN ISO 21084
Test Method IT  : For Polymers and other materials:

Organic solvent extraction, analysis with reference to EN 1SO 21084.

Tested Item(s) ) 1001 White fabric with transparent adhesive

Maximum Limit: 100 mg/kg (sum)
Test Result .
Tested Meafa] Method Detected Analyte(s) Conc. Unit Continsian
1001 1 ND ND mg/kg PASS
Note:
ND = Not detected “=" = More than Conc. = Concentration
ppm = part(s) per million = mg/kg mg'kg = milligram(s) per kilogram
Reporting Limit (mg/kg) : Sum (OP & NP): 10
Remark:

- The list of alkylphenols is summarized in table of Appendix.

Alkviphenol Ethoxvlates (APEQ) Content Test

Test Method I : For Textile and Other materials:
With reference to EN 1SO 18254-1, analysis by Liquid Chromatograph Mass
Spectrometer (LC-MS)

Test Method I  : For Leather:
With reference to EN ISO 18218-1 and EN IS0 18254-1

Tested Item(s) : 1001 White fabric with transparent adhesive

Others: 100 mg/kg (Sum)

AL Lt Recycled materials: 1000 mg/kg (Sum)

. Test Result .
Tested Mem(s) | prchod | Detected Analyte(s) Conc. | Unit Conglulon
1001 | ND ND mgkg PASS
Note:
ND = Not detected “=" = More than Conc. = Concentration

ppm = part(s) per million = mg/kg mg'kg = milligram(s) per kilogram
Reporting Limit (mg/'kg) : Sum (OPEOs & NPEQOs) : 20

Remark:
- The list of alkylphenol ethoxylates is summarized in table of Appendix.




Determination of Formaldehyde - Free and Hydrolysed Formaldehyde of Textile Products

EN ISO 14184:2011 /JIS L 1041
Proven that Formaldehyde is not detected from Curie technology, and it reach safety level for Type 1 — Baby < 36

Months

Technical Report: (5220)210-0555

[ BUREAU | August 5, 2020
Page 4 of 8
TEST RESULT
Formaldehyde Content Test
Test Method 1 : Textiles & Other Materials: EN [SO 14184-1
Test Method I  : Leather: ISO 17226:2 and/or ISO 17226-1
Test Method III  : Glue & 0-3 years old products: JISL 1041: 2011 Method A
Test Method IV : Carpets and mats: GB 18587 Grade B.
Tested Item(s) : 1001 White fabric with transparent adhesive
Typel | For baby <36 months: 16 mg/kg
Maximum Limit: | Type I1 | Others: 75 mg/kg
Type III | Carpets and mats : < 0.050 mg/m*h
Tested Item(s) Type Test Method Result Unit Conclusion
1001 1 111 ND mg/kg PASS

Note:
ND = Not detected ‘=" = More than
ppm = part(s) per million = mg/kg mg/kg = milligram(s) per kilogram
Reporting Limit : 16 mg/kg (Method I, I1, I11), 0.050 mg/m?/h (Method IV)



Determination of Tetrachlorophenol-, Trichlorophenol-, Dichlorophenol-, Monochlorophenol-Isomers and
Pentachlorophenol Content of Textile Products

DIN EN ISO 17070:2015 / 64 LFBG B 82.02-08 (Modified)

Proven that Chlorophenols Content and Ortho-Phenylphenol (OPP) are not detected from Curie technology

Technical Report: (5220)210-0555

August 5, 2020
Page 5 of 8
TEST RESULT
Chlorophenols Content Test
Test Method : With reference to ISO 17070:2015 or 64 LFBG B 82.02-08 (Modified). Potassium

hydroxide extraction, derivatisation and analysis by Gas Chromatograph Mass
Spectrometer (GC-MS).

Tested Item(s) : 1001 White fabric with transparent adhesive
Maximum Limit: 0.5 mg/kg (Each)
Result 5
Temted Monds) Detected Analyte(s) Conc. Unit Cancinshin
1001 ND ND mg/kg PASS
Note:
ND = Not detected “=" = More than

ppm = part(s) per million = mg/kg mg'kg = milligram(s) per kilogram
Reporting Limit (mg'kg) : Each : 0.5

Remark:
The list of chlorophenols is summanized in table of Appendix.

Ortho-phenylphenol (OPP) Test

Test Method ¢ 1 M KOH extraction, 16 hours at 90 degrees C, derivatization and analysis
§ 64 LFGB B 82.02-08 or DIN EN ISO 17070:2015.

Tested Item(s) : 1001  White fabric with transparent adhesive
Maximum Limit: 1000 mg/kg
Tested Item(s) Result Unit Conclusion
1001 ND mg'kg PASS
Note:
ND = Not detected #=" = More than

ppm = part(s) per million = mg/kg mg'kg = milligram(s) per kilogram
Reporting Limit (mg'kg) : 100



Determination of the Phthalate Content of Textile Products EN ISO 14389: 2014 / US CPSC-CH-C1001-09.4
Proven that Phthalate Content are not detected from Curie technology

Phthalates Content Test

Test Method I ¢ Textile: CPSC-CH-C1001-09.4 and EN ISO 14389: 2014.

Test Method I  : Others: CPSC-CH-C1001-09.4, analysis by Gas Chromatograph Mass Spectrometer
(GC-MS).

Tested Item(s) $ 1001 White fabric with transparent adhesive

. . ... | 500 mg/kg (Each)
Maximum Limit: 1000 mg/kg (Sum)
Test Result
Tested It Conclusi
cxted ) method Detected Analyte(s) Conc. Unit it
1001 | ND ND mg/kg PASS
Note:
ND = Not detected “>" = More than Conc. = Concentration
ppm = part(s) per million = mg/kg mg/kg = milligram(s) per kilogram
Reporting Limit (mg/kg) : Each : 50
Remark:

- The list of phthalates is summarized in table of Appendix.
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